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Christopher, and “The Scientists’ Fo 
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Meeting of Food and Drug Men 


10 o'clock 


session will begin at 2 o’clock. 


New York State Bar Association— 
Section on Food, Drug and Cosmetic 
Law.—The thirteenth annual meeting 
of the Section on Food, Drug and Cos- 
metic Law of the New York State Bar 
Association will be held on January 29. 
Morning and afternoon sessions will be 
held in the meeting hall of the Asso- 
ciation of the Bar of the City of New 
York, at 42 West 44th Street, New 
York City. The morning session will 


begin at and the afternoon 
The morning session will open with 
introductory statements by Charles Wes- 
ley Dunn, chairman of the section, who 
will preside over the meeting, and Irv- 
ing H. Jurow, secretary. Official papers 
on the Federal Food, Drug, and Cos- 
metic Act will be read by George P 
Larrick, Commissioner of Food and 
(Continued on page 56) 





WASHINGTON- 


ACTION AND NEWS 





In the Food and Drug Administration 


Monthly Report Issued December 21, 
1957.—Four hundred and twenty-seven 
of contaminated foods 
moved from the market in November 
in 55 court actions—the Food and Drug 


tons were re 


Administration announced 
December 21 
November, 


in report 
In 26 other 
FDA 


moved seven lots of misbranded foods; 


a 
released on 
seizures during re 
14 substandard vitamin, drug and de 
three preparations labeled 
> and 


adequate 


vice products ; 
misleading 
failed 


curative claims 


to 


with 
two 
warnings 


which bear 


During the same period, 108 owners 
voluntarily removed from the market 
92 tons of unfit food, as well as deteri- 
orated drugs valued at $10,000. Admin- 
istration inspectors had pointed out that 
the items 


use. 


were no longer suitable for 


FDA in- 
program were numerous 
in drug and food 
dietary products to 
build up resistance against Asian flu. 
Some printed posters distributed to 
dealers as promotional material were 
by top management. Other 
“home-made” signs devised by individual 
the 
inspectors explained 
the products 
The Adminis- 
tration pointed out that, while a well- 


Also withdrawn afte 
vestigational 
and 


promoting 


an 


signs posters 


stores 


recalled 


dealers 
that 


dealers were removed by 
FDA 


signs 


when 
such misbranded 


with misleading claims. 


balanced diet is important to the main- 


4 


tenance of good health, specinc dietary 


products will not prevent Asian flu 


“Zero” Tolerance Set for Methoxy- 
chlor in Milk.—On 17, 


Commissioner of Food and Drugs r 


uled 
against application to dairy cows of the 
ethod 
employed leaves residues of the poison 
in milk Larrick’s 
which has the effect of outlawing such 
methods of application to keep c 
from flies, the 
regulation setting a “zero” 
methoxychlor in milk. Use of methoxy 
chlor in which do result 
residues in the milk is not affected by 
the action. 
immediately, but with an appeal period 
of 30 days. 


January 


pesticide methoxychlor when the n 


Commissioner action, 


tree was in iorm ofa 


tolerance for 
not 


ways m 


The ruling became effective 


The Food and Drug Administration's 
action was based on a petition request 
ing a tolerance of 0.25 part million 
for methoxychlor in milk, to permit us¢ 
of the pesticide as a fly spray on dairy 
cattle. Because of the unique place of 
milk in the diet of infants and children 
and of the sick and the aged, FDA had 
requested the National Academy of Sci 


per 


ences to select an advisory committee 
of to this 
and to make a report and recommenda 


scientists consider petition 
tions, as provided by the pesticide law 
The committee y Dr 
Herbert E. Longenecker, vice president 
of the University of Illinois. Other 
members Arthur C. Dahlberg, 


was headed by 


were 





E. M. K Kensler 


and Charles D. May 

The report of committee findings, 
submitted on December 11, 1957, reads, 
in part, as follows: 


Charles J 


Geiling, 


“In the definition of raw agricultural 


commodities for which tolerances of 
pesticidal chemicals may be established, 
the following language is used (§ 120.1 


(e), Federal Register, February 4, 1955) 


agricultural commodities in- 
things, fresh fruits 
been washed 
treated in 


“*Raw 
clude, among other 
whether or not they have 
and colored or otherwise 
their unpeeled natural form; vegetables 
in their raw or natural state, whether or 
not they have been stripped of their 
outer leaves, waxed, prepared into fresh 
nuts, eggs, 


similar agricul- 


salads, etc.; grains, 
meats and 
It does not include foods 
processed, fabricated, 
cooking, freezing, 


green 
raw milk, 
tural produce 
that have 
or manufactured by 


been 


dehydrating, or milling.’” 

“It has been a long-standing practice 
of the United States 
Government to milk as a raw 
agricultural and, for pur- 
poses of the administration of Part 120 
(‘Tolerances and Exemptions from Tol 


agencies of the 
lassify 


commodity 


Chemicals in or 
Commodities’) a 


erances for Pesticide 
on Raw Agricultural 
ruling has made to 
milk 

“In accord with this ruling, and also 
in accord with established procedures 
the petitioner filed a request (desig- 
nated by FDA as Pesticide Petition No 
126) for the establishment of a toler- 
ance of 0.25 part per million in milk 
of a pesticide, methoxychlor, used in 
the control of cattle The Pest 
Control Division of the Department of 
Agriculture has certified that the pes- 
ticidal chemical, methoxychlor, is use- 
ful as a treatment of dairy animals and 
has expressed the opinion that the pro- 
posed tolerance reflects the maximum 
amount of residues likely to result in 
milk from dairy cattle treated with the 


been so classify 


pests. 


pesticide. 


“Supporting its request for estab- 


lishment of a tolerance, the petitioner 


has assembled a substantial body of 


experimental data applicable to a con- 
sideration of safety of methoxychlor at 
proposed These 


the tolerance level 


data, together with comparable data re 
sulting from investigations in the Food 
and Drug Administration’s laboratories 
may be summarized with respect to the 


chronic toxicity of methoxychlor as 


follows 


“1. Methoxychlor has a relatively low 
order of chronic toxicity There was 
no effect on mortality even at 200 ppm 
of the diet in a 2-year rat experiment, 
although a slight retardation in growt!l 


was observed in weanling female rats 
fed at this level 

“2. Weanling rats fed at 200 ppm in 
one laboratory at at [sic] 1600 ppm in 
liver 


another laboratory did not show 


alterations usually seen with other chlo 
rinated hydrocarbon insecticides when 
fed at much lower dosages 
“3. In the 


from the two laboratories, 


dog experiments report 
metho 
also had a lower order of chroni 
The very igh dose of 300 me 


ke/day allowed 


icity 
he survival of both 


one laboratory's dogs for the exper 


and the sur 
other 


mental period of 1 ar, 
vival of 2 of tl 4 dogs in the 
laboratory for experimental period 


of 3% years. There was little cumula 


tive morphological effect 

“4. Methoxychlor 
accumulation in the tissues 
level of 500 ppm the storage in rat fat 
amounted at not more than 30 ppm 
Essentially no storage occurred at di 
etary levels below 100 ppm 


has a low order of 
At a dietary 


“ 


5. Stored methoxychlor disappears 
from fatty tissues within 4 weeks afte 
cessation of exposure 


“6. The only noticeable effect of low 
dosages of methoxychlor is a retarda 
tion of growth of weanling rats at 
dosage levels of 200 ppm or more. This 


was greater in females than in males 


“7. In the chronic rat experiment 
conducted in the FDA laboratories liver 
tumor production occurred at 2000 ppm 
liver tumors 
lower 


with no 
either the 


methoxy chk rT, 


occurring at next 





PAGE 0 


level (500 ppm) or below. In the 


18 months at a 
methoxychlor, 


group of rats fed for 
level of 2000 ppm of 
there were 20 survivors out of an orig- 
inal group of 24 animals. Among these, 
three were found to have benign liver 
tumors ranging in size from 1.7 x 1.3 x 
0.9 cm. to 3.2 x 2.6 x 14 cm. A fourth 
animal, living 97 weeks, had a malig- 
nant tumor. There were tumors other 
than those in the livers but not signifi- 
cantly greater than in the controls. In 
contrast to the liver tumors which ap- 
peared only in the animals receiving the 
highest methoxychlor, other 
types of tumors such as lumphosarco 
mas and breast tumors were randomly 
distributed throughout the control and 
lower dosage groups. The FDA repre 
sentatives advised the Committee that, 
in the case of the liver tumors, experi- 
ence in their laboratories led them to 
expect that one such tumor ‘might occur 
spontaneously, 2 possibly, but 4 would 


dose of 


tend to incriminate the pesticide’. 


“8 In contrast with these findings in 
the FDA laboratory, the other labora- 
tory reporting chronic toxicity experi 
ments observed no such liver tumors in 
animals fed as high as 1600 ppm over 
a two year period. At the request of 
the Committee, a special study of the 
original sections was undertaken by 
Dr. Paul Cannon who reported that no 
lesions of drug toxicity were observed 
in the specimens examined (with spec- 
ial emphasis on the liver and the kidney) 

“9. Weanling rats fed methoxychlor 
for 2 years at 100 ppm, and dogs fed 
12,000 ppm showed no apparent effect. 
All available data indicate that the rat 
is more susceptible to toxic effects of 
methoxychlor than is the dog. 

“10. All data analyzed indicate a “no 
effect” level certainly at 100 ppm and 
possibly at 200 ppm of a low moisture 
diet. 

“Additional data bearing upon the 
occurrence of methoxychlor in milk 
produced by animals treated with the 
pesticide indicate that the accepted and 
customary use of this pesticide as a fly 
spray or dust on dairy cattle will con- 
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tribute a maximum not in excess of 
0.25 ppm of methoxychlor to their milk 
and that such maximum will be ex 
hibited in milk drawn within 24 hours 
after treatment with a gradual diminu 
tion to a level of than 0.05 ppm 
during the interval between treatments 


less 


Because of the widespread practice of 
blending milks from 
has been estimated that only a 


various herds, it 
small 
fraction, possibly less than one percent, 
of the total market milk supply would 
be offered for human consumption wit! 
so much as 0.25 ppm methoxychlor as 
proposed by the petition. In fact, the 
Committee was furnished evidence that 
the great bulk of market milk 
now contain detectable quantities (0.05 


loes not 
ppm) of methoxychlor despite the wide 
spread use of the pesticide in dairy 
herds as recommended by most of the 
stations 


state agricultural experiment 


“Under the Pesticide Amendment one 
of three alternative recommendations 
can be adopted by an Advisory Com 
mittee in the presentation of the report 
to the Commissioner of the Food and 
Drug Administration 


“(1) 
granted; 


That the proposed tolerance be 


2) That a zero tolerance be adopted 
meaning that no amount of the pesti 
cidal chemical may raw 
agricultural commodity 
fered for shipment; 
“(3) That the petition, 
nically complete, is inadequate to justify 
the establishment of a tolerance or the 
tolerance requested by the petitioner 


remain in the 
when it is ot 


while tecl 


“In the case of Petition No. 126, the 
Advisory Committee has unanimously 
adopted the third of these recommen 
dations. 

“The Committee 
that the Food and Drug Administration 
permit the petitioner to withdraw Peti 
tion No. 126 without prejudice should 
the petitioner request such privilege in 
accord with the option provided a peti 
tioner in paragraph 120.8, of the basic 

(Continued on page 64) 


also recommends 
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Food Drug:Cosmetic Law 
owe’ 


Incidental Additives 


By WINTON B. RANKIN 








Mr. Rankin, Assistant to United States Commissioner of Food and 
Drugs, Addressed a Meeting of the Manufacturing Chemists’ Associ- 
ation, in Washington, D. C., December 2, 1957, Summarizing Points 
Which He Feels Must Be Covered in Any New Additives Legislation 


R. CHAIRMAN and Representatives of the Manufacturing 
Chemists’ Association: 
It is indeed a pleasure to be here with you today to discuss 
incidental food additives. 
For better understanding, let’s define what we are talking about 
We are discussing chemical additives whose presence in food can 


reasonably be anticipated, not chemicals that get in accidentally. The 


present law has adequate provision for handling the accident—if a 
train wreck ruptures some bags of a poisonous material and scatters 
it over a carload of foodstuff, we can deal with the problem, for the 
present law forbids the addition of any poisonous or deleterious 


substance to food unless two conditions are met: 


(1) It is required in production or cannot be avoided in good 
manufacturing practice (I will refer to this later as the “rule of 
necessity’). 

(2) Our Department has established, by regulation, a safe toler 
ance level for the amount of the substance that may remain. 

Obviously, poison accidentally added to food is not necessary 
Thus, food containing it would be illegal in interstate commerce. 


7 
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What is the difference between the intentional additive and the 
incidental additive? For convenience, some define an intentional 
additive as one that is put in by the manufacturer to accomplish a 
desired purpose in the food itself; they regard the incidental additive 
as one that gets into food in some other way. For example, a substance 
added to dough to retard molding of bread would be an intentional 
additive, while a chemical applied to the baking pans to prevent 
sticking would, if it became incorporated in the bread, be an incidental 
additive. 

We do not make such a separation for public-health purposes. 
It doesn’t make any difference to your liver why the chemical it has 
to detoxify and dispose of after dinner got into the food. The important 
thing is that it is there and it has to be handled. So our Department 
has not distinguished between the intentional and incidental additives 
in suggesting new food-additives legislation to the Congress. 


Some persons may ask whether incidental additives are generally 


present in much smaller concentration than the so-called intentional 


ones. The answer, of course, is that in many cases the concentration 
of the incidental additive is smaller. But this is not the whole story 
Toxicity is important. Some of the most insidious poisons have an 
adverse effect in minute amount. Mercury, for example, is so poisonous 
to the animal body that we do not know of any benefit that would 
justify its addition to food in any concentration, whether it were an 
intentional or an incidental additive. 

Now let us look at some aspects of the Administration's position 
on chemical additives: 

In the first place, we believe that they serve a useful purpose 
that they have benefited the consumer and the manufacturer. They 
permit us to keep food longer, to make it more attractive, to manu 
facture an increasing number of convenience foods that the housewife 
demands. I believe you will be the first to agree with us that many 
chemicals may properly be put in food in safe amounts, 

In the second place, we recognize that most chemicals are harmful 
when we eat too much of them. Vitamin D and potassium iodide are 
poisonous at certain feeding levels, but both of them serve desirable 
purposes at lower concentrations in food. 

In the third place, the procedure for regulating chemical additives 
under the present law is not satisfactory. The rule of necessity, which 
holds that any added chemical adulterates food unless it is required 
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in production or cannot be avoided in good manufacturing practice is 
not compatible with modern food technolegy. When vitamin D was 
first considered for use in milk to reduce rickets, it is unlikely that 
anyone could have shown that it was necessary to supplement thx 
human diet in that way; we can get extra vitamin D without putting 
it in milk. And when potassium iodide was first considered for addi 
tion to table salt to reduce the incidence of simple goiter, it would 


have been difficult to show the necessity of getting extra iodides that way 


So we come to the fourth part of our discussion: What practical 
method will permit manufacturers to employ useful additives in food 


even though they are not absolutely necessary: 


Responsible scientific groups in this country and abroad have 
studied this question, and have concluded that chemical additives 
should be permitted in food in safe amounts, provided they serve a 
purpose useful to the consumer. In line with this conclusion our 
Department has recommended to the Congress that the Federal Food, 
Drug, and Cosmetic Act be amended to permit safe amounts of addi 
tives upon a showing of usefulness (or functional value) in lieu of the 


showing of necessity now required. 


Some of the reactions to this recommendation surprised us. Some 
food law enforcement officials and consumers have charged that we are 
preparing to sell the consumer down the river, that we have capitulated 
to the demands of big business. But what does business say? Some 
responsible elements of the chemical and food industries have charged 
that the Food and Drug Administration is making a grab for unwar 
ranted power and that the very thought of giving us authority to 
consider the functional value of a food additive is foreign to the 


accepted principles of free enterprise. 


I believe each group has overlooked important considerations 
Those who would have us keep the old rule of necessity overlook the 
fact that our recommendation was based on the considered views of 
world-renowned scientists; they forget that old laws must be kept 
abreast of new technology. Those who see the functional-value 
proposal as a grab for power overlook the fact that our proposal 
would be less restrictive to industry than the present law. Industry 
doesn’t decide today whether an additive is necessary; that decision 


is left to our Department. I doubt very much that the public is ready 


to abandon this check if the alternative is to give industry the complete 


decision as to whether addition of a poison to food will be useful 
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to the consumer. On tke contrary, our mail suggests that if the 
consumer has to make a choice between these extremes, he will favor 
retention of the rule of necessity. 

Many incidental additives are useful to the consumer. Under the 
legislation we have proposed, this could be established and then, upon 
a showing of safety, we could issue a regulation stating the conditions 
under which the chemicals may be employed legally. They would no 
longer be getting into food without the formal tolerances required by 
law, as at present. 

There is a growing public concern about the safety of the food 
supply—about the wisdom of having all the chemical additives in 
food that are there now. Much of it is unwarranted, but there is basis 
for some. Every year several million pounds of food additives are 
used, in this country, whose safety for long-term consumption has 
not been established. It seems imperative that an adequate legislative 
solution to this problem be developed. 

Government and industry have not yet reached complete agree 
ment on some other points about the proposed legislation. It is not 
my purpose to discuss them in detail. But in closing may I state 
briefly the points we think should be covered in a new law: 


(1), The person who promotes the use of a new chemical in food 


should test it to determine that the proposed use is without hazard to man 

(2) He should establish the usefulness, to the consumer, of the 
proposed addition. In doing this, he obviously will establish its 
usefulness to the manufacturer. 

(3) He should submit evidence on these points to the government 
and should not employ the additive generally until the government 
has indicated its agreement by publishing a regulation stating the 
conditions under which it may be used safely. 

(4) Use of the chemical should be in accord with the terms of 
the regulation. 

(5) Adequate appeal procedures should be available to the pro 
ponent to guard against arbitrary or capricious government action 
These should be recognized procedures that are embodied in existing 
law. We question the wisdom of experimenting with new or novel 
appeal procedures in this most important field of public health. 

(6) There should be a reasonable transition period to permit 
necessary tests on additives in use when the new legislation is enacted. 


[The End] 





Variations on a Single Theme— 
The Impact 
of the Pure-Food Statutes on Civil Liability 


By ALAN H. KAPLAN 


The Author Notes: Solution to the Problem of Whether Food Laws Can and 
Should Be Used As Base for Civil Liability Remains for State Legislatures; 
Definite Statements Would Stabilize the Status of All Potential Actions 


K ACH of the state and territorial governmental bodies comprising 


the United States of America has enacted legislation regulating 
the sale of food products,’ as has the federal government. In every 
one of these jurisdictions, the sale of adulterated or misbranded items 
of food is prohibited, and violation of the prohibition constitutes a 
criminal—or at least a “quasi-criminal’—offense.* In none of the 
statutes, however, is there specific mention of civil liability on the part 
of a seller towards a person injured as a result of the consumption of 
an adulterated (or misbranded) food product.* In 19* of the 52 juris- 
dictions, the question of the effect of these statutes on such civil lia 
bility has arisen ; in at least 16 of these it has been judicially determined 
that the statute imposes a liability burden on the seller in excess of 
that which would exist in the absence of such legislation. 


1 For listing of all state statutes, see Vol. See footnote 31 
II, CCH Food Drug Cosmetic Law Reports, *Colorado, Florida, Georgia Illinois 
pp. 27,001 through 74,001. Federal legis- Indiana, Massachusetts, Michigan, Minne- 
lation is contained in 52 Stat. 1040, as sota, Montana, New Hampshire, New York 
amended, 21 USC Secs. 301 and following Ohio, Oklahoma, Oregon, South Carolina 
(1946): Alaska—Alaska Session Laws 1949, Tennessee, Texas, West Virginia, Wiscon- 
Ch. 129: Hawaii—Hawaii Revised Laws, sin In addition, civil liability has been 
Tit. 6, Ch. 41, Pt. 1; Puerto Rico—Acts considered under a federal law. See under 
Puerto Rico, 1940, No. 72, pp. 492 and “Section Defining What It Is That Consti- 
following tutes ‘Adulteration’.”’ 

2 Maine, Massachusetts and New Jersey, 
for example, do not seem to authorize im- 
prisonment of a violator 
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Mr. Kaplan Is a Member of the 
Legal Department, United States 
Food and Drug Administration 





The range of the force exerted by the various statutes differs to a 
In some jurisdictions, violation of the law, with 


very great degree. 
ensuing injury to the consumer as a result of the violation, is all that 
is necessary to establish liability.® In one,® the plaintiff is afforded a 
“prima facie” case, as a result of the violation, and the burden of going 


forward with the evidence is cast upon the defendant. In still another, 
it appears as if only a “permissible inference” * of what is often termed 
“negligence” is accorded the plaintiff, and he still must introduce 
additional evidence pointing to liability in order to succeed. 

This paper attempts to outline the present status given these 
Statutes. It entails a survey of the various laws and discusses some 
of the decisions, promulgated under them, dealing with the pronounce 
ment of civil liability as a result of their violation. In addition, an 
attempt to give perspective to the picture has been undertaken; a 
comparative view as to the existence of liability under at least one 
other aspect of the law is presented. 

The question of the imposition of civil liability as a result of the 
violation of a criminal statute is not unique with the food laws. 
Numerous articles and judicial opinions have €xamined the propriety 
of, and authority for, such action.’ Some of the authors argue that 
providing for such liability when the statute is silent is not only per 





®*See, for example, New York, under (1914); Lowndes, ‘‘Civil Liability Created 
“Section Defining What It Is That Con- by Criminal Legislation,’’ 16 Minnesota 
stitutes ‘Adulteration’.’’ Law Review 361 (1932); Norris, ‘‘Relation 
* See, for example, South Carolina, under of Criminal Statutes to Tort Liability,"’ 46 
‘Section Defining What It Is That Consti- Harvard Law Review 453 (1933): Morris 
tutes ‘Adulteration’.’’ “Role of Criminal Statutes in Negligence 
*See, for example, West Virginia, at Actions,"" 49 Columbia Law Review 21 
footnote 156 (1949); Jones, ‘Statutory Standards and 
*See Thayer, ‘“‘Public Wrong and Pri- Negligence in Accident Cases,"’ 11 Louisi- 
vate Action,’’ 27 Harvard Law Review 317 ana Law Review 95 (1951) 





IMPACT OF PURE-FOOD STATUTES ON CIVIL LIABILITY PAGE 13 


missible, but ofttimes the only correct and sensible procedure.* Other 
notable authorities have maintained that to read into a statute a legis 
lative intent of permitting civil liability “is pure fiction, since the 
obvious conclusion is that the legislature did not have the civil action 


in mind at all, or deliberately omitted to provide for it.” ’ 


Regardless of the arguments put forth by the commentators, it 
is an irrefutable fact that several jurisdictions have pronounced a 
doctrine decreeing civil liability as flowing from the breach of a crim 
inal statute. So far as food statutes are concerned, such a doctrine has 


been laid down either through what is termed a “negligence per se” ™ 


determination or through the creation of a warranty obligation ™ 
running to the consumer of a food item. Few jurisdictions have been 


sufficiently forthright to state that the obligation imposed is absolute.’ 

With relation to any civil liability imposed by virtue of a criminal 
statute, two criteria are generally held to be requisite and no argument 
in Opposition to such criteria has been discovered. Primarily, it has 


been stated that the injury which results from the violation of a 


statute must be one that the statute was designed to prevent. The 


usual example given to demonstrate this principle is in the case of 
Gorris v. Scott.* The statute involved provided a requirement for the 
penning of animals on board ship. The reason for the penning was to 
prevent the animals from causing damage to other property. In the 
particular case, the defendant had failed in his statutory duty by not 
confining the animals belonging to the plaintiff. During some heavy 
weather, the animals were swept overboard, to the plaintiff's pecuniary 
damage. The plaintiff alleged that if the defendant had fulfilled his 
statutory obligation, the penning of the animals would have prevented 
their being cast into the sea. Recovery was not permitted on the basis 
of statutory liability, however, the reason being that the “wrong” 


sought to be prevented was not that which in fact occurred 


The second requisite for civil recovery is that providing for the 
plaintiff's belonging to the class sought to be protected by the statute. 
in the food law case of Southwest Ice & Dairy Products Company v 
Faulkenberry, the plaintiff—retail grocers—alleged injury to business 


* Thayer, work cited at footnote 8. % See Dickerson, Products Liability and 
” Lowndes, work cited at footnote 8, at the Food Consumer (1951), at p. 75 
p. 364 ™ (1874), L. R. 9 Ex. 125 
1 See, for example, Georgia, under ‘‘Sec- *% CCH Food Drug Cosmetic Law Reports 
tion Defining What It Is That Constitutes € 22,211, 203 Okla. 279, 220 Pac. (2d) 257 
‘Adulteration’.”’ (1950) 
2 See, for example, Montana, under ‘‘Sec- 
tion Defining What It Is That Constitutes 
Adulteration’."’ 
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as a result of a consumer's discovery of a mouse in a bottle of milk 
prepared by the defendant. In part, the plaintiff sought recovery 
through utilization of a violation of the state’s food law. The court 
stated, however, that such law was inapplicable in this situation. The 
retailer was not one of the class to be protected by the statute. Rather, 


it is the consumer who was in such a position. 


So far as the food statutes are concerned, it is evident that one of 


the main purposes for the existence of the prohibition against the sale 


of adulterated or misbranded products is to “safeguard the public 


health and promote the public welfare by protecting the consuming 


'16 ‘Thus, the wrong sought 


public from injury by product use 
in part to be prevented is injury to health; the class to be protected 
is the consuming public. The two basic criteria for reliance upon a 


criminal statute as a basis for civil liability are then met. 

This paper will primarily concentrate upon three sections con 
tained in almost all of the various food statutes, for it is believed that 
those sections are the most important in matters dealing with the 
imposition of civil liability. In addition to the above consideration, 
some attention will be given the status of warranty actions in the 
various jurisdictions, for it is through either the use of an implied 
warranty or through the use of a food statute that civil recovery may 
be most easily accorded a consumer, 

In elucidation of the previously mentioned point, it can be stated 
that some jurisdictions, such as New York," require privity of contract 
between a consumer and a seller in order for there to exist either an 
implied warranty of fitness for a particular purpose or of merchant 
ability. In others, so far as food products for immediate consumption 
are concerned, a warranty is imposed on the basis of public policy (as 
unearthed by the courts and undisturbed by the legislatures) regard 
less of the lack of privity of contract.’* In still other jurisdictions * 


a statutory enactment has specifically eliminated a privity-of-contract 





* Connecticut General Statutes, Ch. 186, 
Sec, 3929 (1949) 

See Chyusky v. Drake Brothers Com- 
pany, 235 N. Y. 468, 139 N. E. 576 (1923) 
In the recent New York Supreme Court 
case of Welch v. Schiebelhuth (King’s Co., 
November 29, 1957, 26L.W2279. December 
10, 1957), the court referred to the ‘‘de- 
mise, without elegy’’ of the privity rule 
in New York and consequently permitted 
an amended complaint to be filed, which 
added a cause of action for breach of 
warranty. The plaintiffs, guests of the 


purchaser, alleged injury resulting from 
cake sold by the baker-vendor. However, 
until a substantive decision is pronounced 
permitting actual recovery, the privity re- 
quisite in New York cannot really be con- 
sidered dead 

% See Decker & Sons, Inc. v. Capps, 139 
Tex. 609, 164 S. W. (2d) 828 (1942) 

” Connecticut General Statutes (1953 
Supp.), Tit. 48, Sec. 216ic; Pennsylvania 
Uniform Commercial Code, Sec. 2-318 
(1953). 
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requisite and permitted the use of a warranty approach by a plaintiff, 
so long as he falls within a specified group of persons. 

The prime advantage to a consumer using either a warranty or a 
food-statute-violation approach is the elimination of the need for any 
showing that the defendant, owing a duty to the plaintiff, fell below 
the standard called for by reason of an act, or omission to act, on the 
defendant’s part. In other words, there is no need for a plaintiff to 
establish specific acts of negligence on the part of a defendant or for 
the plaintiff to seek reliance on a nebulous res ipsa /oquitur doctrine. 
All that is necessary for a plaintiff to establish in order to obtain 
recovery (assuming that a warranty is implied and imposed or the 
food statute can be utilized fully) is: 

(1) The product was deficient, that is, in breach of the warranty 
or violative of the act. 

(2) The defective condition of the product was the cause of the 
plaintiff’s injury. 

(3) The plaintiff's damages as a result of the injury were com 


pensable in a certain amount of money.’ 

As stated above, the subject matter of this paper is broken down 
primarily into three section headings, each concerned basically with 
a particular portion of the food statute. The discussion contained 
within each section, however, is not necessarily confined solely to the 
scope of the major heading, but concerns itself also with other relevant 
problems presented. The groupings are, themselves, derived from the 
various statutes and generally deal with (1) the section prohibiting 
the disposition of adulterated or misbranded items of food, (2) the 
section defining what it is that constitutes adulteration and (3) the 


section containing the guaranty proviso. 


Section Prohibiting Disposition of Adulterated or 
Misbranded Items of Food 


The concern here is with the situation where an article of food 


is transferred from one person to another for the purpose of ultimate 
consumption. The question presented is as to what portion of the 
statute a consumer may utilize as a base for his lawsuit so that he may 
show that a statutory violation exists as a basis for liability 


* Although, substantively, a warranty cussion of such differences, see Fisher. 
approach and a food law violation approach “Implied Warranties of Quality—A Tort 
have a great deal of similarity, situations Peg in a Contract Hole,”" 11 Food Drug 
may arise where a difference as to re- Cosmetic Law Journal 262, at pp. 263-264 
covery might be presented. For a dis- (1956). 
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So far as the federal Act is concerned,** unless the defendant 1s 
also the manufacturer of the product, the only section which may be 


so utilized by a consumer-plaintiff appears to be Section 301(c), 


prohibiting: “The receipt in interstate commerce of any food . . . that 


is adulterated or misbranded, and the delivery or proffered delivery 
thereof for pay or otherwise.” 


The majority of the prohibitory sections of the state statutes 
contain a provision similar to that set forth in the model state law,** in 
addition to one similar to that contained in the federal Act. Sectior 
3(a) of the model act prohibits “the . . . sale or delivery . . . of any 
food .. . that is adulterated or misbranded.” In addition, Section 
3(c) of the act states that “the receipt in commerce of any food 
that is adulterated or misbranded and the delivery . . . thereof for 
pay or otherwise” is prohibited. The question presented here is 
whether there must be a sale or whether a gratuitous transfer is sufh 
cient to give rise to a violation of the statute and the imposition of 
civil liability based upon such violation, No decision of any jurisdix 
tion which has enacted this section of the model state law has dealt 
with this question. From the language of the statute, though, it 
appears as if a gratuitous transfer might be sufficient basis for the 
imposition of liability. 

Up to this year, Colorado’s statute ** specifically stated that a 
gratuitous transfer was violative of the act. No decisions had beet 
made interpreting this proviso and, in Colorado’s new law,** the 
language contained in the model state law is utilized. Another change 
brought about by the enactment of the new Colorado statute removes 
a potential defense previously available to a defendant. Section 66-14-1 
of the former law* provided an exception from illegality as to all 
articles “in the original package and the subject of interstate com 
merce under the federal jurisdiction.” As a result of this language 
it appears as if a vendor (or donor) of food in a sealed container which 
was adulterated and which came to rest within the state would not 
be subject to the food law of Colorado: ergo, no civil liability could 
be imposed based upon violation of that state’s law. In the recent case 


of White v Rose,”® liability based upon the ¢ olorado Commercial] Feed 


*1 52 Stat. 1040, as amended, 21 USC Secs a Colorado Session Laws 1957 s. 79; CCH 
301 and following (1946) Food Drug Cosmetic Law Reports { 31,302 
2 See CCH Food Drug Cosmetic Law Re- * See footnote 23. 
ports { 25,102. ‘ " 4 * CCH Food Drug Cosmetic Law Reports 
3 Colorado Revised Statutes, Ch. 66, Sec { 22,472, 241 F. (2d) 94 (CA-10. 1957) 
66-14-1 (1953). 
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ing Stuffs Act*’ was alleged. This statute deals exclusively with 
commercial feedstuffs and, thus, matters falling within its scope would 
be excluded from coverage of the general Colorado Pure Foods Act 
However, if the latter statute had been applicable to the fact situation, 
a complete defense should have been available to the Kansas manufac 
turer of the food due to the fact that the product was probably within 
the original package when sold to the plaintiff and under federal juris 
diction due to its transportation in interstate commerce. The commer 
cial feeding stuffs act contains no such exception from illegality for 
such items, but is worded similarly to the new Colorado food law 

The lowa food law * contains within it Section 189.15. The sec- 


tion is somewhat similar in language to Section 3(a) of the model act 
but differs in one major respect. It states that “no person shall know 


ingly . sell . . . any article which is adulterated.” The problem 


presented by such language is evident: What does the adverb 
“knowingly” modify—the verbs contained within the statute or the 
adjective “adulterated”? Perhaps it modifies both. Rules of gram 
matical construction are of no real help here. What the courts will do 
with this word remains to be seen. The problem may be somewhat 
reduced in complexity, however, due to a somewhat liberalized view 
as to warranty actions without privity of contract in lowa.** Such a 
view might eliminate the need for a plaintiff to attempt to rely on the 
food statute of lowa. Nevertheless, the warranty given is somewhat 
restricted in scope and it is possible that the situation might arise 
where reliance on the food law was attempted. In such a situation the 
word “knowingly” could be the difference between success and failure 


of the plaintiff's cause of action. 


In lowa’s drug and cosmetic act *° the prohibitory section does 
not contain any mention of the word “knowingly.” It reads exactly 
the same as does the model state law, but applies only to drugs, devices 
and cosmetics. It is only in lowa’s food law that the word “knowingly” 
is present, and thus offers a snare to a prospective plaintiff and a boon 
to a defendant. 

Mississippi s food law “* presents a similar problem for a plaintifi 
as does lowa’s, but contains an even more awkwardly worded section 
Section 7109 of the act makes it 

277 Colorado Revised Statutes, Ch 8, Act 8 See Davis v. Van Camp Packing Com- 
14 (1953) pany, 189 Iowa 775, 176 N. W. 382 (1920) 
% Code of Iowa, Tit. X, Chs. 189-190 * Code of Iowa, Ch. 203A (1954) 


(1954). *" Mississippi Code, Vol. 5A, Tit. 25, Ch 
6 (1942, recompiled 1952) 
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unlawful for any person . . . within this state to manufacture for 


sale, produce for sale, knowingly expose for sale, have in his 
sale, or sell any article of food which is adulterated . . . and any person 
who shall manufacture for sale, produce for sale, expose for sale, or sell any 
article of food which is adulterated . . . shall be guilty of a misdemeanor 


p< ssession [or 


In this section, the word “knowingly” appears only once and 
there prior to the phrase “expose for sale.” Does it apply only to “ex- 
pose for sale” and not to “sell”? Grammatical construction would 


seem to give this effect, but the word then seems an oddity to be used 
at all in the section. However, the problem can be resolved only by 
judicial construction which has not taken place or by legislative 
amendment. In view of the fact that the statute appears outmoded 
in many respects, perhaps the Mississippi legislature should revise the 
law in its entirety and at the same time resolve any ambiguity. 

In summation, the purpose of this section of this paper had as its 
goal the determination of the problem as to whether a civil action 
might lie in favor of an injured consumer of a food product. While no 
specific proviso is given in any of the laws, either federal or state, it 
seems as if most, if not all, would not be a bar to a prospective plain- 
tiff. So far as a positive position is concerned, none of the statutes, 
save one,” indicates a legislative intent to provide for a civil action 


based upon violation of the food law. 


Section Defining What It ls That Constitutes ‘‘Adulteration’”’ 

This section will primarily discuss the qualities of a food item 
which determine whether or not it is in violation of the law, that 
is, whether the food is adulterated or misbranded. Since this paper 
is concerned only with the problem of liability towards an injured 
consumer of food, there are many parts of the various sections 
defining what it is that constitutes “adulteration” which are not per 
tinent. For example, violation of the proviso in the federal Act pro- 
nouncing a food adulterated “if any substance has been added thereto 
or mixed or packed therewith so as to increase its bulk or weight, or 
reduce its quality or strength or make it appear better or of greater 
value than it is,” ** would not ordinarily result in physical injury to a 
consumer. Only the pocketbook would be affected. Thus, discussion 
is limited only to those sections, a violation of which will probably 


* Minnesota specifically provides in its limitation upon all other civil actions. In 
law (Minnesota Statutes, Vol. 1, Ch. 31, light of the Meshbesher and Doherty cases, 
Sec. 31.07 (1953)) that no action shall be however (discussed below), it does not 
maintained for the price of an article sold appear as if such a limitation is imposed 
which was adulterated. Query: as to * Sec. 402(b)(4), 52 Stat. 1046 (1938), 21 
whether this should not be accepted as a USC Sec. 342(b)(4) (1946). 
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injure the health, as distinguished from the pocketbook, of the con- 
sumer. 


Also, this section is limited in discussion mainly to those states 
where violation of the statute with resultant injury to the consumer 
has been definitely pronounced as productive of civil liability. Aside 
from space and time limitations, this is done because most of the 
states’ statutes are basically the same and prophesying as to whether 
or not an action will be permitted based upon the food law of any one 
partic. .. state remains mere speculation. Ample material exists from 
states where some liability has been pronounced, and no attempt to 
exhaust even those materials is here made. 

So far as actions under the Federal Food, Drug, and Cosmetic 
Act are concerned, only one judicial decision pronouncing the existence 
of liability has been discovered, and that involves a drug product under 
the 1906 statute.** The decision in Armour v. Wanamaker * was based 
on a misbranding provision in the 1906 Act. Section 8 of the Act stated 
that drug misbranding resulted “if the package fail to bear a statement 
on the label of the quantity or proportion of any alcohol . . . contained 
therein.” 

The facts of the case showed that a New Jersey woman (the dece- 
dent) purchased from the Pennsylvania retailer a bottle of hair toni 
labeled “extract from herbs, roots and flowers.” The label did not dis- 


close any alcoholic contents. There was no showing that the defendant 
knew or had reason to know that the sealed bottle contained alcohol. 
In attempting to open the bottle, the decedent dipped it into hot 


water allegedly to loosen the tight glass stopper. The heat caused an 
increase in pressure within the bottle which caused bursting, thereby 
freeing the contents, which ignited and exploded. Analysis of the 
contents of similar bottles of hair tonic showed alcohol present, and 
the explosion was attributed to the alcohol. 

The plaintiff appealed from an adverse decision in the lower court. 
On review, the court of appeals stated that the misbranding 


clearly afforded competent evidence for submission to a jury on the ques- 
tion of defendant’s negligence. The principle is clear that the omission to fulfill 
a statutory imposed obligation creates statutory negligence. 1’ Sharman & Red 
field’s Negligence, § 13. 

The court reversed and ordered a new trial. 


While it is not clear whether the case stands for the proposition 
that violation of the 1906 federal Act with resultant injury to a plaintiff 





* 34 Stat. 768 % 202 F. 423 (CCA-3, 1913). 
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is negligence per se, the case has been cited for such a determination.” 
It has, at the same time, been cited as standing for the rule that vio- 
lation of the act is only “evidence of negligence.” Nevertheless, it 
at least stands for the proposition that the former federal food law 
could be utilized to support an action for civil liability. 

In 1938, when the present Federal Food, Drug, and Cosmetic 
Act 


of civil liability. 


was promulgated, no section contained within it any mention 


One of the first bills * 
the Act contained a section reading as follows: 


which led to the passage of 
“A right of action ‘or 
damages shall accrue to any person for injury or death proximately 
caused by a violation of this Act.” This bill died in the Senate com- 
mittee, and no similar section was included in any of the other bills 
which finally led to the present statute. 


Up to the present time, no cases have been reported wherein the 
federal Act has been successfully utilized by an injured plaintiff. 
Attempts have been made to utilize the Act, but such attempts were 
aborted prior to any substantive consideration of the problem involved." 
Situations have arisen, though, where the Act’s provisions have been 
successfully utilized by one private citizen against another, but not in 


situations where personal injury was a consideration.” 


So far as litigation based upon state statutes is concerned, many 
attempts have been made successfully to add a civil-liability section 
to these laws. All such provisions have been added by the judiciary, 
however, rather than by the various legislatures. Nevertheless, many 
years have passed since the pronouncement in the Minnesota case of 


Meshbesher v 


ence of such liability, and no legislature has seen fit to modify the 


Channellene Oil & Manufacturing Company * of the exist- 


view as to civil liability declared by its courts. 
White v. Rose, had 


before it the question as to whether (1) there was a violation of that 


In the recent Colorado case of the court 


whether such 
The facts 


state’s commercial feeding stuffs act ** and (2) if so, 
violation was a basis for the imposition of civil liability. 





"See Melick, The Sale of Food and 
Drink, note 14 at p. 118 (1936); Note, 11 
New York University Law Quarterly Re- 
view 615 (1934) 

* Melick, work 
p. 285, note 39 

* See footnote 20 

*™S. 1944, 73d Cong., 
(1933). 

“See Dunn, Federal Food, 
Cosmetic Act (1938) 


cited at footnote 36. at 


2d Sess., Sec. 24 


Drug, and 


"See Hopkins v. Amtorg Trading Cor- 
poration, 265 App. Div. 278, 38 N. Y. S 
(2d) 788 (ist Dept., 1942) 

“See Woods, ‘‘The Effect of the Food, 
Drug, and Cosmetic Act on Private Litiga- 
tion,’’ 8 Food Drug Cosmetic Law Journal 
511 (1953). 

#107 Minn. 104, 119 N. W 

“ Cited at footnote 26 

* See footnote 27 


428 (1909) 
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of the case disclosed that the defendant had prepared and sold live- 
stock feed which the plaintiff had purchased from a third party and 
fed to his stock according to directions set forth on the package. It 
was shown that two constituents of the food in combination were 
injurious when consumed in certain quantities. No single element 
of the food, however, was detrimental. The court stated that, under 
the state’s commercial feeding stuffs act, this constituted adulteration 

, 


and that that law, in conjunction with the Colorado Pure Foods Act 


declare[s] the public policy of Colorado in respect to the protection of the 
public against the manufacture and sale of food and foodstuffs One who 
has suffered from a disregard of the statutory duty has a cause of action for 
damages Che statutory violation becomes actionable and no element of 
ordinary negligence is essential.“ 

Although this case deals with property damage rather than per 
sonal physical injury to a plaintiff, the relationship between the two 
situations is clear. Under the new Colorado Food and Drug Act,* 
liability would seem to follow similarly. 

The law laid down in this case is particularly strong for a plaintift 
The court here pronounced a food adulterated, although none of its 
individual constituents was found harmful. The court also stated that 
lack of knowledge or reason to know, on the part of the defendant, of 
the dangerous propensities of the combined elements of the food was 
not a defense 

No doubt the single element of many known poisons are harmless, but a 
manufacturer would not be excused from liability if he, contrary to statutory 
provisions, mixed in a product of elements which when combined created a 
poison, even though he was not aware that the poison would be created by the 
mixture. The statute places a duty upon the manufacturer not to place upon the 
market an adulterated product.” 

The case is weakest for a prospective plaintiff in that it deals specifi 
cally with the liability of the manufacturer. No question was raised 
as to what would be the result if the defendant were a dealer only 

Nevertheless, since the elimination of any privity requirement 
for a breach-of-warranty action has not been considered in Colorado, 
the case stands at least for the proposition that absolute liability may 
be imposed upon a manufacturer regardless of privity of contract 
where the food law is violated. 

The United States Court of Appeals for the Fifth Circuit has 


recently had occasion to pass upon civil liability flowing as a result 


of breach of Florida’s commercial feed law.* The court in Valdosta 





* See footnote 23. "Cited at footnote 26, at p. 97 
Cited at footnote 26, at p. 97 * Florida Statutes, Tit. XXXIII, Ch. 580 
* See footnote 24 (1955, as amended) 
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Milling Company v. Garretson* construed the then Section 580.22 of 
the Florida Statutes Annotated, which in part prohibited the sale of 
adulterated feeds and made such sale a misdemeanor. 

In this case, the feed contained Paris green, which poisoned the 
plaintiff’s horses. There was no privity of contract between the plain 
tiff and the defendant manufacturer. The court stated that no decision 
has arisen in Florida pertaining to an implied warranty for animal 
feed, although there is such a basis for a warranty concerning human 
food.** The court determined, however, that due to the prohibition in 
Section 580.22, negligence “as a matter of law” flowed from the 
violation of the statute, and the defendant was liable. Through this 
statute, the “doctrine of implied warranty” “has been statutorily 


extended by the legislature to foods for animals.” ** 


Thus, the court states that violation of the statutory obligation is 
both negligence as a matter of law and breach of an implied warranty 

Despite the somewhat confusing language of the court in using 
both “negligence” and “warranty,” it is apparent that the impact of a 
violation of the statute is given the force of negligence per se. 

Like the Colorado case previously discussed, the Florida decision 
dealt with liability for injury to property. Unlike the Colorado deci 
sion, there is no need in Florida to extend the doctrine of negligence 


per se to adulterated foods for human consumption. This is due to 


the fact that a broad warranty, without the need of privity, is implied 
by the Florida courts in such a situation. Nevertheless, it is interest 
ing to note that Florida has aligned itself with other jurisdictions and 
has followed through with the negligence-per-se approach for violation 
of a penal statute. 

Georgia might be cited as one of the states where the doctrine 
of negligence per se is deeply entrenched so far as adulterated food 
products are concerned. One reason for this might very well lie in the 
fact that warranty actions may be maintained successfully only when 
the plaintiff is in privity of contract with the defendant.” 

As a result, the Georgia courts have been rather liberal in con- 
struing their statute as a basis for civil liability. It has been empha 





* CCH Food Drug Cosmetic Law Reports % See also Hoskins v. Jackson Grain Com- 

{ 22,387, 217 F. (2d) 625 (CA-5, 1955) pany, 63 So. (2d) 514 (Fla., 1953) (involv- 
@ Blanton v. Cudahy Packing Company, ing defective seeds). 

154 Fila. 872, 19 So. (2d) 313 (1944) 5% See Watson v. Augusta Brewing Com- 
* Case cited at footnote 51, at p. 628 pany, 124 Ga. 121 (1905): Melick, work 
“At pp. 627-628. cited at footnote 36, at p. 127 (1936) 

% See footnote 52. 
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sized by the highest court in that jurisdiction, however, that no civil 
action may be founded upon a breach of the food law. In Donaldson 
v. Great Atlantic & Pacific Tea Company,™ the Supreme Court of Georgia 
construed the status of an action in which the plaintiff alleged the 
negligence of the defendant in the sale of pigs’ liver. The plaintift 
urged that the court adopt the view that if it be determined that the 
condition of the liver was violative of the state food law, this would be 
sufficient to establish liability so long as the plaintiff's illness resulted 


from consumption of the product. 


The court acceded, in part, to the plaintiff’s request. It held that 
while the violation of the food law by itself would not be sufficient to 
sustain a civil action, a case of negligence would be made if the plaintiff 
could show that the defendant had failed to adhere to the standards 
of the statute. In other words, the statute itself contained the criteria 
for determining the standard of care to be observed, and a breach of 
the statutory standard would constitute negligence. The reasoning 
of the Georgia court appears to align itself with that contained in part 
in Professor Thayer's article. One difficulty with this view, however, 


60 


will be discussed later, in the section pertaining to “guaranties.” 


So far as the adulteration section of the Georgia statute ™ itself 
is concerned, up until 1956 the language was almost identical with that 
contained in the 1906 federal law. In 1956, a new food law ™ was 
adopted by the state, the adulteration section of which is the same as 
64 


that used in the model state law.** Up to the present time, no decision 


has appeared interpreting the language of the present enactment 
Under the former statute, in Armour & Company v. Miller,®’ the 
plaintiff alleged negligence of the defendant manufacturer in the sale 
of sausage containing what the plaintiff claimed was “impure, tainted, 
poisonous, deleterious, and unwholesome matter.” The plaintiff sought 
to rely upon the food law as the basis for establishing negligence. The 
court of appeals stated that Section 42-109(5) of the statute relating 
to food containing “any added poisonous or other added deleterious 
ingredient” was concerned with the addition of a substance which did 
not belong in the sausage. Thus, it appears that only items alien to 


the usual prepared food product would be violative of this particular 





% 186 Ga. 870, 199 S. E. 213 (1938). ® See footnote 34 
% Cited at footnote 8 ® Georgia Laws of 1956, Act 127 
* See under “‘Section Pertaining to Guar- ** See footnote 2 
anty Proviso.”’ ®39 Ga. App. 2 
* Formerly contained in Georgia Code 169 Ga. 201, 149 S 
Annotated, CC42-1 and 42-99 (1933, as 
amended). 


” 
28. 147 S. E. 184, aff'd 
. E. 688 (1929) 
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section of the act. This Georgia holding has support in the subsequent 
New York case of Gimenez v. Great Atlantic & Pacific Tea Company,” 
where the identical section of the New York statute was examined 
The argument for a different determination on the same fact situation 
under the existing food law in Georgia can now be made. The 1956 


act provides that a food shall be deemed to be adulterated : 


(a)(1) if it bears or contains any poisonous or deleterious substance whic! 
may render it injurious to health : or (2) if it bears or contains any added 
poisonous or added deleterious substance which is unsafe. 


If this language were to be applied to the facts in the Armour & 
Company case, the plaintiff would appear to stand a better chance of 
having the product fall within the prohibition of the statute than he did 
under the earlier law. It has been argued ™ that a similar change in 
the wording of the New York statute constituted a substantial change 


ne 


in the law. The two pertinent New York decisions * which have 


analyzed the new section, however, have not fully borne out the 
author’s predictions. As to whether the change will have an effect in 
~ 

Georgia remains to be seen. 

~ 

Insofar as “items alien” are concerned, in Norris v. Pig’n Whistle 

g 

Sandwich Shop,®® it was held that a piece of bone present in a barbecued 
pork sandwich and indigenous to the meat was not to be considered a 
“portion of an animal unfit for food” and, therefore, not violative of the 


statute. This decision is generally in line with holdings to the effect 
71 


that a cherry pit in a cherry pie ® or a chicken bone in fricassee ™ is not a 


basis for claiming the breach of an implied warranty of merchantability 
However, in the Georgia case of Davison-Paxon Company v. Archer, 
the plaintiff was allegedly injured while eating creamed turkey on 
toast. The plaintiff claimed that a “hard, sharp substance” present 
in the food caused a throat wound. She could not identify what the 
object causing the injury was, “since it passed from her mouth when 
she began to cough and spit up blood after the injury.” The defend 
ant moved to dismiss the action on the basis that the foreign object 


“264 N. Y. 390, 191 N. E. 27 (1934) 1950), aff'd, 200 Misc. 834, 111 N. Y. S. (2d) 
(discussed below) 245 (App. Div 2d Dept., 1951) 

* Wolfram, ‘Proof of Manufacturers *” CCH Food Drug Cosmetic Law Reports 
Care in Food Product Liability Case in { 85,117, 79 Ga. App. 369, 53 S. E. (2d) 718 
New York,"’ 122 New York Law Journal (1949) 

1786, 1802 (1949) ™ Marnelos v. Anastasovites (DC Spring- 

® Alphin v. LaSalle Diners, Inc., CCH field, Mass., App. Div., March 9, 1933) 
Food Drug Cosmetic Law Reports { 22,214 ™ Wieland v. C. A. Swanson €& Sons, 
197 Misc. 415, 98 N. Y. S. (2d) 511 (New CCH Food Drug Cosmetic Law Reports 
York City Ct., 1950), and Piazza v. Fischer { 22,413, 223 F. (2d) 26 (CA-2, 1955) 
Baking Company, CCH Food Drug Cos- 291 Ga. App. 131, 85 S. E. (2d) 182 
metic Law Reports { 22,215, 197 Misc. 418, (1954) 

98 N. Y. S. (2d) 508 (New York City Ct., 7% At p. 132 
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was not identified in the plaintiff's pleading and that “it must be con 
strued to be something natural to the food, which, although inedible, 
is not necessarily unfit for food, such as a cut or broken turkey bone,” ** 
citing Norris v. Pig’n Whistle. 

The court stated that the plaintiff had alleged facts showing why 
the particle was unidentified. It stated that it was a matter for the 
defense to show the particle was a bone and that the plaintiff was not 
required to negative existence of the defensive matter. 

Hence, in Georgia at least, it appears to the plaintiff's advantage 
not to identify the object in food, such as was involved in the Davison 
Paxon case, but rather to leave it for the defendant to do. If the object 
is indigenous to the product, there will be no violation of the statute 
If it is not identified as part of the natural product, possibly a deter 
mination of adulteration under the statute will flow from its presence. 

The status of a civil action based upon the violation of the food 
statute in Illinois is not clearly defined. However, it is the author's 
view that Illinois has adopted a negligence-per-se approach but does 
not consistently utilize negligence-per-se language. Rather, Illinois 
a sales-act state—has increased the scope of the warranty protection 
accorded a consumer, but appears to have done this through the use of 
its pure-foods statute.”® 

Dickerson states that so far as Illinois is concerned, “the breach 
of a criminal food statute not requiring mens rea is only ‘evidence’ of 
negligence.” ** For this proposition he cites the case of Welter v. Bow 
man Dairy Company," decided in Chicago in 1943. So far as the law 
of the case is concerned, it does stand for the proposition cited, but 
there is considerable question as to whether the case pronounces the 
true status of the law in Illinois. 

So far as the adulteration section of the Illinois statute is con 
cerned, it presently appears to be somewhat broader than that of the 
1906 Act, but narrower than that of the present federal law. Whether 


or not a product is violative of the Illinois food law, though, is not the 


question discussed below. Rather, the discussion relates to the appli 


cabilitv and status of the food law in a civil action. 


In the 1915 decision of Sloan v. F. W. Woolworth Company," the 
plaintiff alleged a breach of warranty and also a breach of the pure 


™ At p. 133 * 318 Ill. App. 305, 47 N. E. (2d) 739 
5 Tllinois Revised Statutes, Ch. 5614, Secs (1943) 

1-46 (1953) % 193 Ill. App. 620 
% Cited at footnote 13 
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food act of 1907 *® as concerned the sale of a sealed can of herring. The 
action was brought by the purchaser against the retailer who had acted 
only as a conduit in the distribution of the product. The court, never- 
theless, found no difficulty in determining that a warranty was breached 
due to the defective condition of the food product. However, the court 
went on to say that: 

: a civil action for injuries caused by a violation of public policy statutes 
(e. g. Pure Food Law) will lie although the statute may not in terms give a civil 
right of action [citing Illinois authorities in other types of actions]. The con- 
clusion to be drawn from a consideration of the authorities is that . | de 

fendant] was liable, if . . . [plaintiff] in the exercise of due care for her health 
sustained damages from eating impure and tainted food sold by [defendant ].* 

The court here does not specifically state that it adopts a negligence 
per-se doctrine, but it appears a fair inference to so construe its 
language. Incidentally, this case is not cited in the Welter case 
mentioned above. 

In 1919, the case of Greenwood v. John R. Thompson Company," 
was decided. The plaintiff alleged the service to him of unwholesome 
food in a restaurant. The court decided that a restaurateur gives an 
implied warranty of “wholesomeness” and that breach of such a war 
ranty will support either trespass on the case or assumpsit when the 
warranty is not knowingly false. In addition, the court stated that 
the plaintiff can rely on the violation of a statute as giving rise to 
damages on the part of anyone injured due to the violation, and the 
court specifically refers to the Illinois Pure Food Law of 1907. 

The case illustrates, in part, the difficulty of compartmentalizing 
warranty, negligence and negligence-per-se actions where food is con 
cerned, but also appears to stand, as a minimum, for the adoption of 
negligence per se with a warranty twist in Illinois. 

In 1951, Williams v. Paducah Coca-Cola Bottling Company, analyzed 
further the nature of the “warranty” given a consumer where food is 
involved. The facts of the case showed that the plaintiff had con- 
sumed the contents of a bottle of Coca-Cola prepared by the defendant 
and, while so doing, discovered a matchbox within the bottle. Due to 


the presence of the matchbox, the plaintiff alleged, he became ill. 


Recovery was denied the plaintiff because he failed to show 


that the condition of the food at the time it left the control of . [the 
defendant, a remote vendor] was the same as immediately prior to its consump 
tion or that it had not been adulterated in the interim. 





bid Illinois Laws 1907, p. 543 *? CCH Food Drug Cosmetic Law Reports 
* Cited at footnote 78, at p. 625. { 22,249, 343 Ill. App. 1, 98 N. E. (2d) 164 
st 213 Ill. App. 371. 
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In other words, the plaintiff did not show that the defendant had 
possessed the product with the matchbox contained within it. There 
had been, in the eyes of the court, opportunity for persons to tamper 
with the bottle subsequent to its leaving the defendant's control.* 


There was no hesitation by the court, however, in deciding that 


a warranty did, in fact, run from the defendant bottler to the plaintiff 


consumer despite the lack of privity of contract, The only question 
was whether the defendant was in fact guilty of a breach of such a 
warranty. So far as the basis of the warranty is concerned, the court 
stated that: 


. the legislature has enacted pure food regulations (referring to Illinois 
Revised Statutes, 1949. Ch. 56%, Sections 7, 8, and 41). Section 7 defines the 
term “food” Section 8 defines, “adulteration” Section 41 prohibits the sale 
of food which is adulterated or which violates any of the provisions of the 
act. The legislature has thus expressed the public policy of the state as pro 
hibiting the sale of any food or drink products which afe in effect unfit for human 
consumption. We have no hesitancy, therefore, in holding that a bottling com 
pany does impliedly warrant to the public that the product it sells, when it leaves 
its control, is fit for human consumption. The seller is deemed to represent that 
he has thus complied with the law.™ 


The case, then, seems to enunciate once more the proposition of 
negligence per se in Illinois, and again so states it with the war 
ranty twist.*° 

As previously mentioned, the one discordant factor in Illinois as 
to the effect of the food statute on civil liability is Welter v. Bowman 
Dairy Company.** There, the court held that the infant plaintiff was 
within the protection afforded by a warranty but stated that, so far as 
the food statute was concerned, “a violation of a statute is not in and 


of itself negligence, but merely evidence of negligence. The authori 


ties sustain . . . [this] contention.” *’ Unfortunately, however, 


the court fails to cite any authorities on this particular point. 


As stated earlier, the case is utilized by Dickerson as the basis for 


' aa 


the proposition that Illinois is an “evidence of negligence’ state so 


’ Other states have placed the burden of court in the Williams case merely sets the 
showing no tampering on the defendant standard as to what constitutes ‘‘merchant- 
rather than the plaintiff. See, for example, able quality’’ or “‘fitness for a particular 
LeBlanc v. Louisiana Coca-Cola Bottling purpose,’’ and that violation of the stand- 
Company, CCH Food Drug Cosmetic Law ards of the food act results in the breach 

221 La. 919, 60 So. (2d) of the warranty. Any question of privity 
of contract, as being essential to the exist- 

% Cited at footnote 82, at p. 7 ence of the warranty, is left open. For the 

% As mentioned above, the Uniform Sales manner in which Montana rationalizes this 
Act is in effect in Illinois. It states that problem, see the discussion below 
no implied warranty shall exist except Cited at footnote 77 
those mentioned therein. It can be argued * At p. 366 
that the food statute mentioned by the * Cited at footnote 13 
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far as the food statute is concerned. However, Dickerson without 
comment, does cite the Greenwood case as a basis for Illinois being a 
“negligence per se” state,*® thus leaving the question hanging. It is 
submitted that the statement quoted above from the Welter case has 
no basis in Illinois law. It is not in line with either the preceding cases 
or those decided subsequent to it. The status of the food statutes in 
Illinois insofar as civil liability is concerned is entwined and embellished 
with warranty language. The net effect, though, appears to have 
resulted in a doctrine which is tantamount to negligence per se. 


Indiana appears to have recently fallen into line with the states 
espousing a negligence per se holding so far as the food statutes are 
concerned. 


0 


The adulteration section of the present Indiana statute * does not 
differ in any material respect from that contained in the model state 
law. The sole case thus far arising wherein the effect of the law on 
civil liability is mentioned is Meyer v. Greenwood.** The case was 
reviewed on the basis of the defendant’s demurrer to the complaint 
wherein the plaintiff alleged he had “properly cooked” raw pork pur- 
chased from the defendant, but nevertheless had incurred trichinosis 
as a result of the consumption of the meat. The complaint alleged 
three counts : common-law negligence, violation of the Indiana statutes 


concerning adulterated foods, and breach of an implied warranty. 


So far as trichinosis and the food statute were concerned, the court 
stated that it was conceivable that a sale of raw pork infested with 
trichinae violated that portion of the section pronouncing food adul- 
terated which “is in whole or in part the product of a diseased 
animal . . . . Technically it would seem that the complaint herein 
shows a violation of our adulterated food act which constitutes negli- 
9? 92 


gence per se. 


As a result of such language, the court appears to have at least 


opened the door to the utilization of the statute as a basis of civil 


liability. This may prove extremely important to prospective litigants 
because of the fact that no decision has been discovered either elimi- 
nating or requiring privity of contract so far as the maintenance of 
warranty-type actions in food cases is concerned. If privity should 





* At p. 180. " CCH Food Drug Cosmetic Law Reports 
* Burns Indiana Statutes, Tit. 35, Ch. 31 22,401, 125 Ind. App. 288, 124 N. E. (24) 
41949 Replacement). 870 (1955). 
“= At p. 293. 
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be required, a negligence-per-se interpretation pertaining to the food 
laws would be most advantageous to plaintiffs.” 

One of the earlier cases adopting the negligence-per-se or absolute- 
liability standard for violation of the food statutes is Meshbesher v. 
Channellene Oil & Manufacturing Company.* The plaintiff allegedly suf- 
fered injury as a result of a deleterious ingredient contained in sweet 
oil manufactured by the defendant and sold to the plaintiff by a third- 
party retailer. 

On appeal by the defendant, the court stated that it was only 
through the food statute that the plaintiff could make any claim for 
recovery. He had failed to show any negligence; in Minnesota, no 
warranty action lies when there is no privity of contract.” 

So far as the applicability of the criminal statute was concerned, 
the court said that: 

the complaint and findings of fact bring this cause within the rule that 
where a statute for the protection . . . of individuals prohibits a person from 
doing an act, . if he disobeys the prohibition he is liable to those for 
whose protection the statute was enacted for damages resulting proximately from 
such disobedience or neglect. Negligence is implied from a violation of the statute.” 

The standards set up by the court here coincide with those enun 
ciated above in this paper, as to when a criminal statute may be 


utilized by a person whose injury resulted from its violation. 


Thus, it was in 1909 that the groundwork for negligence per se 
was laid down in Minnesota. It is interesting to draw a comparison be 
~ween the status of the statute in Minnesota and in Georgia. It will be 
recalled that, in the latter state, the court said that the statute by itself 
was insufficient to sustain a civil action—all that a violation of the 
statute would provide was a “short cut” to the plaintiff in proving the 
defendant's negligence. In Minnesota, however, the court states that 
the statute alone is all that is necessary as ground for a plaintiff's 
action. Nevertheless, in the language of the court quoted above, it is 
stated that “negligence” is implied from a violation of the statute. 


It is submitted that neither the Georgia nor the Minnesota courts 


really mean what they say. In neither state is there any necessity 
for the plaintiff to shov that the defendant failed to adhere to a certain 


standard of care. A violation of the statute is not necessarily the result 
of either action or inaction on a defendant’s part so far as the quality of 





* The peculiar problem posed by trichi- "See Torpey v. Red Owl Stores, Inc., 
nosis is further discussed below. CCH Food Drug Cosmetic Law Reports 
* Cited at footnote 43 { 22,434, 228 F. (2d) 117 (CA-8, 1955). 
“ Cited at footnote 43, at p. 108 
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the goods is concerned. The statute is violated so far as a particular 
defendant is involved often only because he happened to have had the 
Insofar as negligence is concerned, there is 


goods in his possession. 
often no proof and, in fact, there is often proof to the contrary that the 


defendant “improperly” handled the goods. What both jurisdictions 
impose—as do several others pronouncing liability either on a negli- 
gence-per-se or warranty basis—is an absolute liability. Standard of 
care is irrelevant and the use of the word “negligence” is misleading. 
In only one material instance will Georgia preclude the use of the 
statute so far as its violation as a basis for civil liability is concerned.” 

In 1931, Swenson v. Purity Baking Company * was decided by the 
Minnesota Supreme Court. The plaintiff had discovered a moth larva 
in bread baked by the defendant. 
claimed injury as a result of its presence rather than as a result of its 


He did not consume the insect, but 


ingestion. 


The supreme court stated that plaintiff had failed to show negli 
gence on the part of defendant and also said that “there was no viola- 


*99 No reasons as such were 


tion of the pure food laws of the state.’ 
given as to why the statute was not violated, for its language would 
seem to include the presence of a moth larva in food as constituting 
adulteration.” Nevertheless, this Minnesota decision represents the 
status of the law insofar as foreign items are concerned, and Minnesota 


does not stand alone in this respect.*™ 


The Swenson case has been distinguished in a 1938 Wisconsin 
decision applying Minnesota law.’ The basis for the distinction was 
not drawn on the applicability of a different portion of the Minnesota 
statute, but rather on the basis of the type injury of which the plaintiff 
complained. The Wisconsin court said, concerning Minnesota's food 
statute, that due to the Meshbesher decision: 

the liability of defendant for selling unwholesome food exists independently 
of any showing of actual negligence. The statute is apparently held to create a 
species of statutory tort arising out of a failure, however innocent, to comply with 
a specific mandate of a statute designed to promote public health and safety 


So far as Swenson was concerned, the plaintiff there : 





"See discussion below pertaining to See Bourcheiz v. Willow Brook Dairy, 


196 N. E. 617 (1935) 


*‘guaranties.”’ 

* 183 Minn. 289, 236 N. W. 310. 

* At p. 291. 

™ The relevant subsections of the statute 
being comparable to Section 7 (‘‘Food,”’ 
First, Fifth and Sixth), of the 1906 fed- 
eral Act. 


Inc., 268 N. Y. 1, 
But see McKenzie v. Peoples Baking Com- 
pany, 205 S. C. 149, 31 S. E. (2d) 154 
(1944). 

2 Doherty v. 8S. 8. Kresge Company, 227 
Wis. 661, 278 N. W. 437 (1938). 
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sought to recover for mental and nervous results from seeing foreign matter 
in the bread. It is understandable that legislative intent would be not to impose 
an insurer’s liability in favor of a person shocked and would be to limit the 
liability to apply solely to persons actually injured by consuming impure or 
deleterious food.™ 

To be sure, Swenson is distinguished not on the basis of whether 
or not there exists a violation, but rather on the basis of the causation 
of the plaintiff's injury. The Wisconsin court was sufficiently forth 
right in its construction of the Minnesota statute, however, in stating 
that it pronounced the status of responsibility to be that of an insurer 
and not that governed by legal standards of negligence. 

Montana appears to align itself with Florida, Illinois and Okla 
homa in using a “warranty” approach in finding civil liability to 
exist under its food law.*** Montana, however, has specifically 
utilized its pure food law as the basis for eliminating any privity-of 
contract requirement. In Bolitho v. Safeway Stores, Incorporated,’ 
the plaintiff, a daughter of the purchaser, brought an action against the 
retail seller of a food item which allegedly caused illness to the plain- 
tiff due to the presence of worms, bugs and string. The food had been 
sold by the retailer in a sealed, unbroken package which it had 
received from the manufacturer under a guarantee against adulteration. 

The portion of the Montana statute pronouncing what it is that 
constitutes adulteration is Section 27-102..°°%° The second, fifth and 
seventh sentences of the section are basically the same as the first, fifth 
and sixth sentences of Section 8 of the 1906 federal Act, pertaining to 
food. When informed of the nature of the foreign items contained in 
the food product in the Bolitho case, the court had no difficulty in 


pronouncing that the food was adulterated by virtue of the applicability 


of the above-mentioned sentences. The court did not state, however, 
that the statutory violation by itself was sufficient to sustain a civil 
cause of action. Rather, the court utilized a statute which provided 
that “one who makes a business of selling provisions for domestic 
use warrants, by a sale thereof, to one who buys for actual consumption 
that they are sound and wholesome.” ** (Italics supplied.) The court 
then stated: 


When section 7618 is read in conjunction with the Pure Food and Drug Act 
sections 2578 et seq., “The seller is made the insurer of the purity of food prod- 
ucts sold by him, and guilty knowledge on his part is no longer an ingredient of 





8 Case cited at footnote 102, at p. 669 ™ Formerly Revised Codes of Montana, 
1 Of these states, only Illinois has en- Sec. 2579 (1921) 

acted the uniform sales act. ™ Formerly Revised Codes of Montana, 
5 109 Mont. 213, 95 Pac. (2d) 443 (1939). Sec. 7618 (1921) 
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the offense. . . . Under section 5115 [now Sec. 7618], Revised Codes, the war 
ranty of food offered for sale extended only to the immediate purchaser, evidently 
upon the theory that it arose out of the contractual relations of the parties. 
Under . . . [the pure food and drug act] the warranty extends to the public gen 
erally, and the liability of the vendor rests upon the principle that his original act 
in selling impure food was unlawful, and that he is responsible for the natural 
consequences of his wrongful act.” Kelley v. John R. Daily Co., 56 Mont. 63, 181 
Pac. 326, 329. [Italics supplied.] ™ 

Thus, it is evident that Montana has adopted the doctrine of 
absolute liability under its food statute, and it makes no apparent 
difference whether the liability is termed one in negligence or one in 
warranty. The net effect is the same. 

In New York, the adoption of a negligence-per-se standard based 
upon violation of Article 17 of the agriculture and markets law (New 
York’s pure-food statute) is peculiarly important to a plaintiff because 
of the state’s requirement for privity of contract in warranty actions.’®® 
At the present time, New York’s definition as to what it is that con 
stitutes adulteration in food is basically the same as that contained in 
the model state law. Previously, the section read similarly to that 
portion of Section 8 of the 1906 federal Act, pertaining to food. The 
problem has arisen in New York (as it potentially may in Georgia) as 
to whether the change in language produced a substantive change 
in the law. 

The history of this aspect of the law began in 1934 in Gimenez v 


Great Atlantic & Pacific Tea Company.” The case involved an action 


by a husband and wife against the defendant retailer. The wife alleged 


a breach of warranty of fitness as to a can of crabmeat she had pur 
chased from defendant “ ‘in that it contained a deleterious substance 
other than crabmeat’, and that as a result of the deleterious substance 


‘* The court had no difficulty 


her stomach became lacerated and cut.” 
in unanimously affirming a judgment for plaintiff-wife that a warranty 
was breached. 

So far as the plaintiff husband’s action for loss of consortium and 
medical expenses for his wife was concerned, it too was brought in 
warranty and judgments in the lower courts had been in his favor 
The court of appeals, however, reaffirmed its view that privity of 
contract is essential for the maintenance of a warranty action. In spite 
of the fact that the plaintiff husband had not alleged any negligence 





™ Case cited at footnote 105, at p. 217 see Welch v. Schiebelhuth, cited at footnote 
 Chysky v. Drake Brothers Company, 17 
235 N. Y. 468, 139 N. E. 576 (1923). But ™® Cited at footnote 66. 
4 At p. 392. 
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on the part of defendant, the court took it upon itself to explain away 
any possible application and violation of the agriculture and markets 
law—which in New York constitutes negligence per se." 

The court apparently felt that the only possible pertinent portion 
of the statute was that stating that a food shall be deemed adulterated 
“if it contains any added poisonous or other added deleterious in- 
gredient which may render such article injurious to health.” ** The 
court stated: “The deleterious ingredient was not added to the canned 
crab meat. It was developed in the can after canning. Technically it 
did not amount to adulteration under the statute.” *** (Italics supplied.) 

Through dicta, then, a limitation was placed on the applicability 
of the agriculture and markets law. A subsequent plaintiff might 
have to contend with the “technical” language of the statute—a 
technicality which was not encountered in originally adopting negli 
gence per se in New York. 

The viewpoint presented in Gimenez was confirmed just one year 
later, and technical construction of the statute became the standard 
adopted in New York. In Bourcheix v. Willow Brook Dairy Inc..»° 
in a six-to-one decision, the court of appeals reversed a judgment for 
a nonpurchasing plaintiff. The judgment below originally Yad been 
based upon the existence and breach of an implied warranty, but the 
appellate division, recognizing that privity of contract was essential in 
New York for the maintenance of such an action, affirmed on the basis 
of a violation of the agriculture and markets law. 


The facts of the case were that the plaintiff, an employee of the 


purchaser of a bottle of cream prepared by the defendant was injured 


while consuming the cream. The plaintiff contended that mixed in 
with the cream were pieces of broken glass “about the size of a 
bean.” "* The glass pieces allegedly caused injury to the plaintiff. 

The majority opinion of the court of appeals stated that the same 
portion of the statute as it construed in the Gimenez case was applicable 
here.""” In Gimenez, the court had emphasized the word “added” im 
mediately preceding “poisonous.” In Bourcheix, the court emphasized 
the word “ingredient,” and said that broken glass the size of beans did 


not constitute an ingredient of the cream. Only items which “had 





™ Abounader v. Strohmeyer & Arpe Com- "“' No mention was made of the then- 
pany, 243 N. Y. 458, 154 N. E. 309 (1926). existent first sentence of Sec. 199, which 

™3 New York Agriculture and Markets deemed food adulterated ‘if any sub- 
Law, Sec. 199.5 Stance be mixed or packed with it so as 

™% Cited at footnote 66, at p. 395 to reduce or lower or injuriously affect 

5 Cited at footnote 101 its quality or strength.”’ 

me At p. 4. 
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mixed with and become a part of it [and] would impair its natural 
quality” *** could be considered ingredients and would be violative of 
the act. In view of the fact that the court could find no common law 
negligence, judgment in the plaintift’s favor was reversed, with a new 
trial granted. 

Thus, the New York view as of 1935 apparently called for a 
technical construction of the agriculture and markets to determine 


whether its provisions had been violated. 


Such remained the status of the law in New York until 1939, when 
the agriculture and markets law was amended to read as it presently 
does. In an article published in late 1949, ten years after the amendment 
of the statute, an author **® maintained that a substantive change in 
the law had been made so far as civil liability of a manufacturer was 
concerned. The pertinent provisions changing the adulteration section 
of the statute read: 

Food shall be deemed adulterated 1. If it bears or contains any poisonous 


or deleterious substance which may render it mjurious to health. 
2. If it bears or contains any added poisonous or added deleterious substance 
which is unsafe 
It was argued that the fact situations developed in both the 


Gimenez and Bourcheix cases would be productive of a contrary result 


120 


if the present law were to be applied. This is so because there is no 
longer a requirement that the deleterious matter be “added,” not that 
it be an “ingredient.” 

The author concluded that “due care” could be utilized in both 
negligence and warranty cases under the present law only for the 


purpose of disproving the presence of a “poisonous or deleterious sub- 
stance” in the food and not as a defense against liability for its 


presence. 
The year following the publication of the above-mentioned article, 
two cases were decided in the same court in Brooklyn, producing 
seemingly inconsistent results. 
‘ 
a defendant baker for injury resulting to a plaintiff from eating a por 
tion of pie containing a small circular wire. The court applied the 


In Alphin v. LaSalle Diners, lic.’** recovery was permitted against 


amended portion of the agriculture and markets law to the facts, and 


allowed recovery. 





18 Case cited at footnote 101, at pp. 5-6. ”™° New York Agriculture and Markets 
4 See footnote 67. Law, Sec. 200. 
1 Cited at footnote 68. 





Fe 


IMPACT OF PURE-FOOD STATUTES ON CIVIL LIABILITY PAGE 35 


Two months later, in Piazza v. Fischer Baking Company ** a plain 
tiff was denied recovery in an action against a defendant baker where 
the plaintiff had claimed injury as a result of biting into a small screw 
baked into a loaf of bread. The court based its decision on the language 
of the Bourcheix case and concluded that the screw was not an 
ingredient of the bread. The court cited the Alphim case, but did not 
discuss it. The court did not discuss the change in the agriculture and 
markets law subsequent to the Bourcheix decision. A possible reason 
for the result might be that the court did not realize that the statute 
had been changed. Such a conclusion is unlikely, however, due to the 
fact that the decision was affirmed without opinion by the appellate 
term 21 months later. 


The question still remains, therefore, as to whether the 1939 
amendment has effected a substantive change in New York’s view as 
to when a violation of the agriculture and markets law has in fact 


occurred.” 


As a general rule, Ohio—like New York—requires privity of con 
tract between a seller and a consumer in order that there exist an 
implied warranty of any sort.** Also like New York, Ohio has 
utilized its pure-food law *** so that a violation of it will result in civil 
liability based upon a negligence-per-se approach. Unlike New York, 
however, there are specific situations where the Ohio courts will find 
a violation of its statutes where the New York courts seemingly refuse 
to. Primarily, the test for determining whether a violation of the food 
law exists would be developed through a construction of the statu- 
tory language. The statutes of New York and Ohio, so far as deter 
mining whether adulteration of food exists, vary only slightly in 
language ; the spirit behind both laws is the same—the safeguarding of 


the public health. 





= Cited at footnote 68 If the problem does arise in Oklahoma, 
3 This same question may also arise in the court will probably invoke a warranty 
Oklahoma, where the court in 1944 in approach to negligence per se similar to 
Griffin v. Asbury, CCH Food Drug Cos- that which has been utilized by Illinois 
metic Law Reports { 22,272, 196 Okla. 485, and Montana 
165 Pac. (2d) 822, specifically adopted the 24 See Rogers v. Toni Home Permanent 
New York position exemplified by the Company, CCH Food Drug Cosmetic Law 
Bourcheiz case, in that small pieces of Reports { 22,471 (Ct. of App., Ohio, Cuga- 
glass in a Coca-Cola bottle did not consti- hoga Co 8th Dist., 1957) A “third- 
tute an “‘ingredient’’ of the product and party beneficiary’’ may be able to invoke 
therefore did not result in adulteration an implied warranty. See Welsh v. Led- 
within the meaning of Sec. 185 of Tit. 63 yard (Ohio S. Ct., 1957) 
of Oklahoma Statutes Annotated. How- = Revised Code of Ohio, Tit. 37, Ch. 3715 
ever, a 1949 amendment to that statute (1953) 
substituted “‘substance’’ for ‘‘ingredient."’ 
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In New York, it has apparently been conclusively determined by 
the court of appeals that the sale of fresh pork infested with trichinae 
is not in violation of the agriculture and markets law.’** The rationale 
of such a holding appears to turn upon the fact that trichinae-infested 
pork is not harmful to a consumer if it is adequately cooked and it is to 
be expected that a consumer will so prepare the meat prior to 


consumption.*?? 

The Ohio courts, however, do not agree with the conclusion 
reached in New York. In Ohio, it is well established that the sale of 
trichinae-infested raw pork is a violation of the food law and may 
subject the seller to absolute liability for injury befalling a con 
sumer.’** As a saving factor for a prospective defendant, however, the 
Ohio courts have declared that contributory negligence of a plaintiff 
will negate any liability of the defendant *** and that the failure to 
cook the meat adequately is sufficient basis for a jury finding of con- 
tributory negligence. 


The net difference in effect between the contrary holdings of the 
New York and the Ohio courts may thus be negligible so far as the 
ultimate liability of a defendant is concerned. However, the interest 
ing question presented is whether or not trichinae-infested pork is an 
adulterated product. Numerous decisions of several jurisdictions 
present this problem and the cases vary as to the points discussed. 
The difficulty lies in determining whether trichinosis in hogs is a 
disease which fits within the scope of the pure-food statutes due to the 
fact that any viable trichinae may be destroyed through ordinary 


cooking procedure. 


Trichinosis itself is a parasitic disease occurring primarily in 
human beings, hogs, rats and, to some degree, in other animals. It 
does not occur in animals which are not carnivorous, due to the fact 
that it is transmitted only by the consumption of animal flesh."*° 
Human beings ordinarily acquire trichinosis as a result of eating 





26 Lucey v. Harstedt, 278 App. Div. 900, 28 See Leonardi v. A. Habermann Provi- 
61 N. Y. S. (2d) 157 (2d Dept.) aff'd, 296 sion Company, 143 Ohio St. 623, 56 N. E 
N. Y. 810, 71 N. E. (2d) 775 (1947). But (2d) 232 (1944). 
cf. McSpedon v. Kunz, 271 N. Y. 131, 2 #29 See Prosser, ‘‘Contributory Negligence 
N. E. (2d) 513 (1936). as Defense to Violation of Statute,’’ 32 

™? The New York courts do recognize a Minnesota Law Review 105 (1948). 
violation of the agriculture and markets ™ Trichinosis may, however, be intro- 
law if ready-to-eat pork products are in- duced artificially into animals that do not 
fested with viable trichinae. See Catala- eat meat. See Bell, A Textbook of Pathol- 
nello v. Cudahy Packing Company, 264 ogy (8th Ed., 1956), at p. 516. 

App. Div. 723, 34 N. Y. S. (2d) 37 (24 
Dept., 1942). 





IMPACT OF PURE-FOOD STATUTES ON CIVIL LIABILITY PAGE 37 


infested pork products containing muscle tissue of swine. If viable 
trichinae are consumed with the pork product, the cysts in which the 
parasites are contained are broken down by the gastric juices of 
the stomach. The free parasitic worms pass rapidly into the small 
intestine, increasing in size and becoming sexually mature within two 
to three days after the consumption of the infested meat. Within four 
to five days after ingestion of the pork product, a new generation of 
worms is born and reproduction continues for several weeks. 


The larval offspring enter into the blood stream of the host and 
are carried by the blood to various parts of the body, including the 
muscle tissue. The larvae penetrate into the muscles and increase in 
size. This penetration and growth is often felt by the host and can 
cause severe pain and other symptoms. The muscle fibers that have 
been invaded undergo degenerative changes and each parasite becomes 
surrounded by a membranous cyst formed from the intermuscular con 
nective tissue. It takes from seven to nine weeks after consumption 
of the infested meat for the cyst to become complete. The cysts com- 
mence to calcify about six months after infection and this calcification 
process continues for about a year. The parasites remain alive for an 
indefinite period in these cysts although they eventually die and are 


broken down. 


Aside from pain and suffering accorded the host due to 
the presence of these parasitic animals, death can also result, depend 


ing in part upon the particular muscles infested.’™ 


In order to incur trichinosis, it is necessary that trichinae-infested 
meat be consumed. The trichinae are not transmitted through any 
other means and are not inheritable.*** Thus, it is apparent that 
trichinosis can develop only if the flesh of an animal is eaten and if 
that animal itself has been infected with the disease and contains 


viable trichinae. 


So far as the inspection of the carcass of an animal is concerned, 


with the object of discovering whether trichinae are present, it has 


been stated that the only positive way would be to grind up every part 


of the animal and inspect each particle of meat by microscopic examina- 


tion, an impractical procedure inconsistent with the eating habits of 








1% Gould, Trichinosis (Ist Ed., 1945), at ™ Tt has been stated that intra-uterine 
p. 30. See also Schwartz, Trichinosis Situa- infection may occur in humans. However, 
ation in U. 8. (U. S. Department of Agri- only conditions transmitted genetically are 
culture, 1940). considered inherited See Gould, work 

3 Gradwohl et al Clinical Tropical’ cited at footnote 131, at p. 29 
Medicine (1951), Ch. 38, at p. 861. 
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The United States Government formerly 


the American public.’ 
conducted cursory inspection for trichinae-infested pork, but abandoned 
this practice due to the fact that there is no known feasible method of 
inspection and detection without destroying the quality of the meat.**® 


There are, however, several known methods for the destruction 


of viable trichinae. Among the various means of destroying the 


parasites are freezing, smoking and cooking.’ 


16 


Thus, it is seen that where fresh raw pork is purchased by a con 
sumer, there is no definite manner in which he, the seller or even the 
packer can determine whether the meat is infected with viable trichinae. 
The question presented, then, is whether a violation of the food law 
of a particular jurisdiction has taken place if it can be shown by the 
consumer that the meat was so infected. So far as proof of inspection 
of the meat is concerned, the evidence is largely circumstantial, due 
to the fact that the product is almost wholly consumed prior to the 


onset of any symptoms of the disease.**’ 


As mentioned, the test for violation of the food law must be based 
upon the language contained in the statute. The present New York 
standard is set forth in Section 200 of the agriculture and markets law. 
The pertinent provisions of the section wherein the subject matter 
would have to fall would be Section 200(3) (“if it consists in whole or 
in part of a diseased, contaminated, filthy, putrid or decomposed sub- 
stance”) or (5) (“if it is the product of a diseased animal”). Prior to 
1939, however, the statutory language pertinent to trichinosis could 
be found only in subsection 6 of the Section 199 of the agriculture and 
markets law which appears to be somewhat of a blending of the present 


Section 200(3) and (5). It deemed food adulterated: 





69 CFR Sec. 18-10 (Supp., 1952) (con- 
tains detailed instructions as to the manner 
in which certain pork products are to be 


™ Indications for 1954 show that civilian 
consumption of pork products as meat 


averaged 99 pounds per person in the 
United States. See The World Almanac 
(New York World Telegram, 1955), at p. 
663. The total production of pork products 
as meat in the United States is estimated 
at 11,400,000,000 pounds for 1956. See 
Britannica's Book of the Year (1956), at 
p. 427. 

%% This inspection was used only for pork 
intended for export to Germany and was 
practiced from 1898 to 1906. ‘‘Because of 
the manv failures to detect . . . [the trichi- 
nae] Germany at the end of that period 
refused to accept pork from the United 
States and, as a result, microscopic inspec- 
tion was discontinued.’ (43 American Jour- 
nal of Public Health 1550, 1552 (1953).) 


refrigerated, cured or heated by packers 
in order to insure the destruction of any 
trichinae). 

™ For an interesting example of a situ- 
ation where plaintiffs were found to have 
met their burden of proof (and also where 
the warranty concept has been somewhat 
extended in New York), see Mouren v 
Great Atlantic &@ Pacific Tea Company, 
CCH Food Drug Cosmetic Law Reports 
{ 22,406, 139 N. Y. S. (2d) 375, aff'd, CCH 
Food Drug Cosmetic Law Reports { 22,469, 
1A. D. (2d) 767, 148 N. Y. S. (2d) 1, aff'd, 
1N. Y. S. (2d) 884, 136 N. E. (2d) 715 
(1956). 
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if it consists in whole or in part of a filthy, decomposed or putrid animal 
substance, or any portion of an animal unfit for food . . . or if it is the 
product of a diseased animal 


In Dressler v. Merkel, Inc.*** it was stated that 


the [trichinae-infested] pork was not a “portion of an animal unfit for food,” 
if the usual process of cooking was followed. So the part [of Subsection 6 of 
Section 199] applicable must be “if it is the product of a diseased animal.” This 
pork was not a product of a diseased animal in the ordinary sense of the term 
In many cases the bodies of living human beings as well as animals contain para- 
sites of one kind or another, yet the person or the animal may be perfectly healthy 
by the ordinary standards. . . . Disease is commonly known as some ailment 
that disturbs and deranges some of the vital functions or of an organ, causing a 
morbid physical condition, or that affects the ordinary health of a person. 
As to the animal, the disease had probably run its course, and the parasites had 
become innocuous, encysted in the muscles, until awakened into new activity and 
life in another field. The animal itself was not diseased, in the common definition 
of the term. It lived and was active, with nothing indicating that it was anything 
but normal. Neither man nor animal is considered diseased because, at one 
period, there wzs an acute ailment from which recovery was to all appearances 
complete, though the body may still contain parasites or bacilli, harmless to the 
host, but possibly dangerous to others if again they become loose.™ 


The change in the statutory language and the addition of the 
word “contaminated” in 1939 apparently has had no effect upon the 
New York courts.'* 


'#? is concerned, it contains a provision not 


So far as the Ohio law 
unlike the present Section 200(3) of New York’s agriculture and mar 
kets law. Section 3715.02(E) states that a food shall be considered 
adulterated if “it consists wholly, or in part, of a diseased, decomposed, 
putrid, infected, tainted, or rotten animal . . . substance.” In 1944, 


when the Ohio Supreme Court, in Leonardi v. A. Habermann Provision 


Company ‘* applied this language to trichinae-infested pork, it concluded : 


The inhibition of the statute against the sale of unwholesome food or in- 
fected meat means that only wholesome food or uninfected meat may be lawfully 
sold. The definition of the term .. . “uninfected” means untainted or uncon- 
taminated; not affected unfavorably; not impregnated or permeated with that 
which is bad or harmful. Trichinae-infected meat does not qualify under 
[this] definition. 

The statute, in effect prohibitive rather than directive, was passed for the 
purpose of protecting and safeguarding the lives and health of the people. In 
harmony with that purpose, this court takes the view that absolute liability is 
cast upon the defendant as the seller of meat infested with trichinae, without 
regard to knowledge of its presence.™ 





18247 App. Div. 300, 284 N. Y. S. 697 1” See Blume v. Trunz Pork Stores, Inc., 
(2d Dept., 1936) 269 App. Div. 1059, 59 N. Y. S. (2d) 217 (24 
1” At pp. 303-304. See also, to the same Dept., 1945), and Lucey v. Harstedt, cited 
effect, Feinstein v. Daniel Reeves, Inc., 14 at footnote 126 
F. Supp. 167 (DC N. Y., 1936). “4! See footnote 125. 
2 Cited at footnote 128 
At p. 632 
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Thus, there is an apparent conflict between the New York and 
Ohio rulings concerning whether trichinae-infested meat is violative 
of the food law. The conflict results more from the nature of the 
malady than from any contextual difference between the laws of the 


two states. 


Both New York and Ohio invoke the doctrine of absolute liability 
when a product is deemed violative of the food law but, with regard to 
trichinosis, New York and other jurisdictions hold that a product 
violates the statute only if after “proper preparation” the pork would 
still be unfit for human consumption.*** Proper preparation undoubtedly 
means cooking to the degree of temperature requisite to destroying 


any viable trichinae. 


It is submitted that such a contingent liability is not in keeping 
with the standards required by pure-food statutes. Either a product 
is or is not adulterated at the time of sale. Subsequent events should 
not render it adulterated relating back to the time it was sold. The 
Ohio court appears to have adopted the more logical position—the 
product is adulterated in the eyes of the statute but the responsibility 
rests upon the consumer to handle the product in such a way that 


illness shall not befall him. 


A possible solution posed by the problem in the trichinae cases 
might lie in a requirement for informative labeling of pork products, 
similar to labeling requirements under the drug acts.’* If labeling 
requirements as to pork products were made more stringent and 
required specific directions as to the preparation of the product for 
consumption, the disease might be more infrequent in humans that it 
is today.** If there were a requirement for such labeling in the pure 
food statute of a particular jurisdiction, the product could be 
specifically excluded from being considered adulterated because of the 
presence of viable trichinae so long as it was properly labeled. Failure 
to so label any pork product would in itself violate the statute but, of 
course, liability to a party attributing trichinosis to a particular item 
of meat would still depend upon a showing that that item itself was 
infested with the parasite. 
~ 4 Tinois: Zorger v. Hellman’s, 287 Ill. | For example, 52 Stat. 1050 (1938), 21 
App. 357, 4. N. E. (2d) 900 (1936); Mary- USC Sec. 352(f)(1) (1946). 
land: Vaccarino v. Cozzubo, 181 Md. 614, “* It has been estimated that the percen- 
31 Atl. (2d) 316; Michigan: Cheli v. Cuda- tage of humans in this country infected 
hy Brothers Company, 267 Mich. 690, 225 with trichinae runs from 15 to 25 per cent 


N. W. 414 (1934). of the population. See Bell, work cited at 
footnote 130, at p. 517 
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South Carolina seemingly might be included among those juris- 
dictions which impose an absolute liability upon a seller for injury 


resulting from the sale of a food product violative of that state’s food 
law. The case of McKenzie v. Peoples Baking Company ‘** would appear 
to sustain this position. There the South Carolina Supreme Court 
stated that “the inevitable conclusion . . . is that the inclusion of 
a harmful foreign substance in cake prepared for human consumption 
is a violation of our Pure Food Statute and negligence per se.” *** A 
study of this and other cases,’** however, leads the author to the con- 
clusion that, in reality, the standard adopted amounts actually to the 
giving to the plaintiff of something akin to a prima-facie case which 
must go to the jury once the plaintiff has established a violation of 
the state food law.’ Such a view seems to be supported by the 
language of the court in Peters v. Double Cola Bottling Company of 
Columbia,'*' where the court says that : 
: a violation of this statute is negligence per s« Accordingly there is 
good reason for the rule which allows the plaintiff to make out a prima facie case 
by showing a violation of the statute. Thereafter, a defendant may adduce evi 
dence to show that there has been in fact, no negligence, it being in the last 
analysis a question for the jury unless, of course, the evidence is susceptible of 
only one reasonable inference.™ 

Thus, it appears that South Carolina does not really follow a 
“negligence per se-absolute liability” rule. It gives the plaintiff only 
what seems a prima-facie case. For this, the plaintiff need only show 
(1) violation of the statute and (2) injury to himself. The defendant 
is then required to assume the burden of going forward with the evi 
dence to show no negligence in fact. If, however, the plaintiff clearly 
carries his burden and the defendant rests, it seems as if the case 
should be taken from the jury. Thus, South Carolina’s doctrine appears 
stronger than a res ipsa loquitur rule (which South Carolina states it 
does not recognize),’** but not nearly so beneficial to a plaintiff as is 
a true “negligence per se-absolute liability” standard which is not at 
all concerned with the presence or absence of negligence in fact 

It appears as if Tennessee has also adopted a view similar to 


: 


South Carolina’s as to the force given by its statute to a civil lia 


“1 Cited at footnote 101 ” South Carolina Code of Laws, Tit. 32 
™ At p. 156 Ch. 11, Art. 4 (1952) 

“ See Floyd v. Florence Nehi Bottling ‘St Cited at footnote 149 

Company, 188 S. C. 98, 198 S. E. 161 (1938); ™ At p. 443 

Peters v. Double Cola Bottling Company ™ See Floyd v. Florence Nehi Bottling 
of Columbia, CCH Food Drug Cosmetic Company, cited at footnote 149 

Law Reports { 22,345, 224 S. C. 437, 79S. E ™ Tennessee Code Annotated, Tit. 52, Ch 
(2a) 710 (1954); Turner v. Wilson, CCH 1 (1956) 

Food Drug Cosmetic Law Reports { 22,407, 

227 S. C. 9%, 86 S. E. (2d) 867 (1955). 
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bility action.**> However, the Tennessee holding may actually be one 


of absolute liability.** 


In addition to South Carolina and possibly Tennessee, both Massa- 
chusetts and West Virginia hold that a violation of the food laws of 
the respective states is either “evidence of negligence” *”’ or gives rise 


8 1 


to a “presumption” *** or to an “inference” *” of negligence. 


It is submitted that the holdings of such cases are improper. Ifa 
violation of the food law is found to have occurred, such a violation 
is not necessarily the result of any negligence whatsoever on the part 
of a dealer. This is particularly evident when it is seen that where 
the defendant is only a retailer and the product involved is in a sealed 
container—such as a can of fruit—the retailer acts as nothing more 
than a conduit, for the food item, between the packer and the consumer. 
In such a situation, there is no opportunity for actual negligence on 
the part of the retailer. Therefore, a holding to the effect that viola- 
tion of the food law in such a situation is 


‘evidence’ or a “presumption” 
of negligence is meaningless. If it is only “evidence” of negligence, 
it seems as if, without further evidence on the part of the plaintiff, the 
case should not be allowed to go to the jury. Even if a “presumption” 
is involved, there is still a strong argument for directing a verdict for 
the defendant. 


It is submitted that a re-examination of such holdings be made if 
possible and it be determined that a violation of the law with resultant 
injury to a consumer is either productive of absolute liability (such 
as in New York, where only contributory negligence appears to be a 
defense) or of no liability whatsoever (such as in New Hampshire, 
where the court has specifically refused to add a concept of civil lia- 
bility to its food law).?® 





5 See White v. Hast Tennessee Packing 
Company, CCH Food Drug Cosmetic Law 
Reports { 85,106 (Tenn. Ct. of App.), cert. 
den., CCH Food Drug Cosmetic Law Re- 
ports { 85,107 (1947). 

%* See Noel, ‘‘Products Liability of a 
Manufacturer in Tennessee,”’ 22 Tennessee 
Law Review 985, 1007 (1953). 

%' See Flynn v. Growers Outlet, Inc., 307 
Mass. 373, 30 N. E. (2d) 250 (1940); 
Schuler v. Union News Company, 295 Mass. 
350, 4 N. E. (2d) 465 (1936). 

8 Parr v. Coca-Cola Bottling Works of 
Charleston, 121 W. Va. 314, 3 S. E. (2d) 
499 (1939). 

6° Holley v. Purity Baking Company, 128 
W. Va. 531, 37 S. E. (2d) 729 (1946). 

™ Hawson v. Foster Beef Company, 87 
N. H. 200, 117 Atl. 656 (1935). The status 


of the law in Oregon is not clear as to 
whether there is absolutely no liability or 
whether the liability is absolute. Compare 
Swank v. Battagha, 84 Ore. 159. 164 Pac 
705 (1917). with Good v. Rowe, 67 Ore. 1, 
135 Pac. 171 (1913). Texas, which appears 
to use a warranty approach similar to that 
utilized by Montana has adopted what ap- 
pears to be the sealed-container doctrine, 
to the effect that no liability shall fall, at 
least upon a middleman—wholesaler—for 
breach of warranty or violation of the food 
law where food in a sealed container is 
involved. See Bowman Biscuit Company v. 
Hines, CCH Food Drug Cosmetic Law Re- 
ports { 22,280, 151 Tex. 370, 251 S. W. (2d) 
153 (1952). So far as California is con- 
cerned, a dealer is exempt from liability 
under the food law (Deerings California 
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The cases first discussed in this section of this paper dealt with 
absolute liability imposed under the commercial-feedstuffs laws of 
Colorado and Florida. In Wisconsin, no case interpreting that state’s 
food law has been discovered, but it has been firmly established that 
insofar as commercial feeds are concerned, a statutory violation 
with resultant property damage leads to liability on the part of a 
dealer.*** It has also been firmly established that in order to maintain 
a breach-of-warranty action, privity of contract is required.** As a 
result, the only road open to recovery for a prospective plaintiff, with 
out the necessity of showing actual negligence on the part of a defend 
ant where no privity of contract is involved, is to allege a violation of 
the state food law.*** In view of the holdings in the commercial-feed 
law cases, it appears as if Wisconsin will adopt the rule of absolute 
liability where a violation of its food law is shown by a nonpurchasing 


consumer. 


In view of the fact that Wisconsin has so interpreted the Minne 
sota statute," it seems likely that it will utilize its own in the same 


manner. 


Section Pertaining to Guaranty Proviso 


All of the jurisdictions composing the United States of America, 
save seven,’ have sections in their respective food laws exempting a 
person from criminal liability if he can establish a guaranty meeting 
prescribed conditions that the product he receives is not in violation 
of the law. The 1906 federal Act contained such a proviso,*” as does 
the present federal law.** Eighteen of the states and territorial laws 
provide for the effectiveness of such a guaranty only if it is from a 
person residing in that same state or territory." The remainder of 
the states generally permit a guaranty to be effective so long as it has 





(Footnote 160 continued) 1% See Prinsen v. Russos, 194 Wis. 142 
Codes, Health and Safety, Div. 21, Chs. 2-3) 215 N. W. 905 (1927) 
for food in an “original unbroken pack- * Wisconsin Statutes, Ch. 97 (1955) 
age’ if “reasonable care in the use and 185 See discussion above 
handling’’ is shown California, how- #6 Tilinois, Iowa, Minnesota, Mississippi 
ever, appears not to require privity in North Dakota, Ohio, West Virginia; and 
food warranty actions and holds that such see footnote 171 
a warranty is given by a dealer in sealed = 34 Stat. 771 
items, to a consumer. See Gindrauz v. 852 Stat. 1043 (1938), as amended, 65 
Maurice Mercantile Company, 4 Cal. (2d) Stat. 649 (1951), 21 USC Sec. 333(c) (Supp., 
206, 47 Pac. (2d) 708 (1935) 1952). 
#1 Wisconsin Statutes, Ch. 94 (1955). Alaska, Arkansas, Colorado, Connec- 
2 See McAleavy v. Lowe, 259 Wis. 463, ticut, Florida, Georgia, Hawali, Kentucky, 
49 N. W. (2d) 487 (1951): Arndt Brothers Maine, Maryland, Nebraska, New Mexico, 
Minkery v. Medford Fur Foods, Inc., CCH New York, North Carolina, Oklahoma 
Food Drug Cosmetic Law Reports { 22,473 Puerto Rico, Virginia, Washington 
(Wis. S. Ct., 1957) 
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been received in good faith from a vendor residing in the United 
States.*° Louisiana has a guaranty section ** similar to that contained 
in the present federal Act—it exempts from prosecution anyone who has: 

received any article of food . . . and in good faith sold it as received unless 
he refuses to furnish on request . . the name and address of the person from 


whom he purchased or received the article and all documents pertaining to the 
delivery of the article to him.™ 


The problem posed by the guaranty provisos of these various 
statutes relates to the effect such guaranty should have in a civil 


liability action. In only two states has the problem specifically arisen ; 


two opposing results have been obtained. 


In Georgia, the question as to the effect of such a guaranty arose 
in the case of Donaldson v. Great Atlantic & Pacific Tea Company," 
discussed above. It will be recalled that, in that case, the court stated 
that no action as such may be “founded” upon a violation of the food 
law. The showing of such a violation raised what amounts to a pre 
sumption of negligence in fact, rebuttable in only one instance. The 
exception deals with a guaranty received by the defendant. The court 
stated that the guaranty section: *** 

merely provides that no dealer shall be prosecuted under the provisions of 
the statute if he shall establish a prescribed guaranty signed by the person from 
whom he purchased. Under this section a dealer selling food which is adulterated 
within the meaning of the statute would not violate its provisions, and therefore 
would not be guilty of negligence per se, if he had obtained the prescribed 
guaranty; but the guaranty would not relieve him from . . liability if he 
is negligent as a matter of fact, in selling unwholesome food by the use of which 
another is injured.’ 


The position adopted by the Georgia court appears untenable 
one major respect—not in regard to the court’s statement that no civil 
action may be “founded” on a violation of the food law, but rather that 
the statutory prohibitions take the place of a “negligent-in-fact”’ situa 
tion. If such is true, then negligence per se results not alone from a 
violation of the adulteration or misbranding provisions of the food law, 
but also from the failure of the defendant to secure a guaranty. It is 
this “lack of due « care’ which provides the basis for ne gligence per se 


a9 ” Nevada and Ore gon ‘prohibit - the giving Codes ” Health and Safe ty Div 21. Ch. 3. 
of a false guaranty, but in no way define Sec. 26520 
the benefits to be derived from a valid one 8 Cited at footnote 58 

1 Louisiana Revised Statutes. Tit. 40, ™ At that time, Sec. 42-115 of Georgia 
Sec. 640 (1950, Cum. Supp., 1952) Code Annotated (1933), but presently con- 

2 California, too, has a similar provi- tained in Sec. 5 of Laws, 1956, Act 127 
sion, but its language is somewhat different (effective July 1, 1956) 
from that contained in the federal and "5 Cited at footnote 58, at p. 875 
Louisiana laws See Deerings California 
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under the statute—a shortcoming on the defendant's part which in no 
way can be considered as a proximate cause of the plaintiff's injury.’ 

The same question as arose in Georgia also arose a few years later 
in Montana in the case of Bolitho v. Safeway Stores.‘"* The facts of 
the case were such as would have presented an ideal situation for the 
defendant retailer had the controversy taken place in Georgia, as the 


food was sold by it in a sealed, unbroken package under a specifi 


guaranty against adulteration. Unlike the Georgia court, however, the 
Montana tribunal did not state that a dealer selling adulterated food 
under a guaranty was not violating the law. Rather, the Montana 


court stated: 


the seller of food in the original package, manufactured by 
violating the law if the food be adulterated, and this even though 
guaranty of the manufacturer . The statute simply relieves the ho 
the guaranty from the criminal penalties imposed by the Act 


The dealer without the guaranty is certainly violating the law 
adulterated when sold. He is also violating the law even tho 
guaranty, but in such case he shall not be prosecuted criminally 
relieve him from the civil liability under the warranty contained in 
as affected by section 2578.™ 


From an examination of the language contained within the guaranty 
sections of both the Georgia and Montana statutes, it appears as if 
the Montana court has utilized the better means of statutory interpreta 
tion. Under the present language contained in Section 27-110°*" of 
the Montana statute, it is stated that “no dealer shall be prosecuted 
under the provisions of this act.” The former Georgia law, as it 
existed at the time of the Donaldson case, read in exactly the same 
manner.'*® Neither of the statutes states that no violation as such 
should be deemed to have occurred. They both prohibit only the 
prosecution of a dealer who violates when he has the protection 
afforded by a guaranty." From the examination of the statutory 
language, the conclusion reached by the Montana court appears to be 


more consonant with the language of the statute and, at the same time 


* Georgia provides for the effectiveness 1 Cited at footnote 105 
of a guaranty only if it is from a person 1% At pp. 219-220 
residing in Georgia Query as to the ™ Formerly Revised Codes of Montana 
value of a guaranty obtained from a non- Sec. 2588 (1921) 
resident. The ‘‘negligence’’ of the defend- ™ The present guaranty proviso of the 
ant in such a case presumably would then Georgia law, cited at footnote 174. reads 
be based upon the fact of the purchase No person shall be subject to the penalties 
from a non-Georgian A failure in this provided herein 
regard has as much relationship to causa- ™! For what appears to be a true exemp- 
tion of the plaintiff's injury as does the tion from illegality, see Colorado Com- 
failure of a dealer to obtain any type of piled Laws, Tit. 6, Ch. 30, Sec. 996 (1921 
guaranty as amended) 
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will not be productive of the awkward results possible under the 


Georgia court's interpretation. 


The problem posed by the guaranty proviso is still to be met in all 


other jurisdictions which contain such a section within their food law 
statutes. Notably, under the federal, Louisiana and California statutes 
will a prospective defense be available for a defendant should a plain- 
tiff attempt to utilize any of the above-mentioned laws. In both Cali- 
fornia and Louisiana, however, the question will probably never arise, 
due to the broad warranty protection afforded a food consumer without 


need for reliance on the food law statute.**” 


So far as the federal law is concerned, an exception to criminal 
prosecution is afforded a person who—even though not possessing a 
written guaranty—furnishes “the name and address of the person from 
whom he purchased or received such article and copies of all docu- 
ments, if any there be, pertaining to the delivery of the article to 
him.” *** The question then arises as to whether a person shall also 
be immune to civil liability to an injured consumer if he discloses such 
information. The purpose of this section appears to be to foreclose 
criminal prosecution of an “innocent” violator of the Act. The prob 
lem, however, of whether any absolute liability in a civil capacity 
should also be precluded is not answered. 

The author of this paper makes no pretense whatsoever of having 
either exhausted the subject matter or discussed all aspects of the 
questions presented. Such questions as applicable statutes of limita 
tion, burden of proof in civil liability cases, defenses available to a 
defendant, federal-court jurisdiction based upon violation of the Fed 
eral Food, Drug, and Cosmetic Act without any diversity of citizen 
ship on the part of the litigants remain undiscussed.*** 

The applicability of the food laws as a basis for civil liability 
today remains an important and undecided question in 24 of our 
jurisdictions.*** It is in those states where privity of contract in all 
cases is required in actions alleging a breach of warranty or where 
such question has not arisen or where the impact of the food law on 
civil liability has not been construed. In at least nine states, the 





2 See Klein v. Duchess Sandwich Com- ™ Alabama, Alaska, Arizona, Arkansas 
pany, Ltd., 14 Cal. (2d) 272 (1939), 93 Pac Delaware, District of Columbia, Hawaii, 
(2d) 799: LeBlanc v. Louisiana Coca-Cola Idaho, Iowa, Kentucky, Maine, Maryland 
Bottling Company, cited at footnote 83 Nebraska, Nevada, New Jersey, New Mex- 

3 See footnote 169 ico, North Carolina, North Dakota, Rhode 

4 See Fitzgerald v. Pan American World Island, South Dakota, Utah, Vermont, Vir- 
Airways, Inc., 299 F. (2d) 499 (CA-2, ginia, Wyoming. 

1956). 
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question of civil liability based upon violation of the food law remains 
unimportant, due to the broad warranty granted most consumers of a 
defective product.’ In most of the remaining states, the food law has 
been utilized to increase the scope of liability so that it is in excess of 


that which would exist in the absence of such a statute. 


In those states where the food law is utilized by a plaintiff, the 
most important defenses available to a defendant so far as the sub 
stantive law is concerned are to attempt to disprove the adulterated 
nature of the item or to prove that, even if the product was adulterated, 
it Was not causative of the plaintiff's injury. So far as the use of “due 
care” is concerned, such evidence is material only for the purpose of 
disproving the adulterated nature of the food product. 


It seems that a final solution to the problem of whether the food 
laws can and should be utilized as a basis for civil liability remains 
in the hands of the legislature. The policy question as to whether the 
scope of liability is to be increased by so utilizing such statutes can 
best be settled by that organ of the government. No opinion is here 
expressed as to whether or not there should be imposed absolute civil 
liability for violation of the law. Nevertheless, the question of such 
liability can easily be settled by simple statements of legislative policy 
A section similar to that originally proposed for inclusion in the fed 
eral Act seemingly would provide for absolute liability so long as it 


could be shown that injury resulted due to the adulteration or mis 


branding of the food item. A contrary provision to the effect that no 


action shall lie for any violation of the statute unless the adulter 
ation or misbranding resulted from negligent action or inaction on the 
part of the defendant could be inserted in the statutes of those juris- 
dictions which do not desire to place an insurer’s liability upon a dealer 
Whichever course is to be chosen is a matter for the decision of each 
individual legislature. Regardless of which choice is made, however 
a definite statement would stabilize the status of all potential actions 
and enable both the plaintiffs and defendants to more easily plot their 


courses of action. [The End] 


* California, Connecticut, Kansas, Lou- 
isiana, Mississippi, Missouri, Pennsylvania, 
Texas, Washington. 
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HERE ARE MANY LAWS in the 48 states which restrict the 

sale of drugs—pharmacy laws, food and drug laws, poison laws, 
and the like. I intend, however, to confine my observations to the 
so-called “restrictive sales controversy’’—that is, the recent attempt 
by certain segments of organized pharmacy, on one hand, to confine 
the retail sale of all drugs and medicines to the retail drugstore and 
the equally vigorous campaign by general merchants and manufac 
turers on the other to retain the right to sell prepackaged, advertised 
medicines in nondrug outlets. 

[ shall attempt to explain what the controversy is and why it 
exists. There has been so much ill-feeling and emotion involved in 
this matter, that I feel that it would be helpful to pause and look at 
the facts. Only by such an examination of the facts can one expect 
to arrive at any intelligent understanding of, and solution to, the 
problem; a solution is urgently needed. The orderly and profitable 
distribution of drug products to the consumer requires the mutual 
cooperation of all segments of the drug industry. That is impossible 
so long as the restrictive sales problem remains unsolved 

The druggist, understandably, wants the sole right to sell proprietary 
medicines which are generally fast-moving, high-profit items which 
have been presold by national advertising. The general merchant 
likewise wants the opportunity to handle these profitable items, and 


the proprietary manufacturer is desirous of placing his merchandise 


48 








in as many reputable outlets as possible in order to justify his high 


advertising and promotional costs. 


The stakes are high. Traditionally, approximately 50 per cent of 
the nationally advertised proprietary medicines are sold in nondrug 
outlets, and experience has shown that any substantial reduction in the 


number of outlets will result in a corresponding loss of sales 


Much of the controversy centers about just what is actually 
involved. <A great deal is heard about definitions which will circum 
scribe the products which nondrug outlets can sell, about the count 
less thousands of products which the supermarkets will stock and 
about the small merchant's need to stock “a few aspirin tablets” for 
his customers’ convenience. A look at the shelves of the modern 
supermarket or an examination of the products which have been 
included in recent litigation, however, will readily indicate what is 
really involved. The products are relatively small in number—they 
are the well-known, nationally advertised packaged medicines, includ 
ing such items as Alka-Seltzer, Bromo Seltzer, Ex-Lax, Bayer Aspirn 
Vicks Va-tro-nol and the like. These are the items the supermarket 


wants to sell; these are the items the druggist wants to restrict 


The present state of the law is often overlooked or overshadowed 
by arguments about what the law should be. The law, as written, is 
always a good starting point in such matters. Every state pharmacy 
act restricts the retail sale of drugs and medicines to the supervision 
of a registered pharmacist. The restriction is invariably to the person 
who may compound, dispense or sell, and not to the establishment from 


which they may be sold. The drug which may not be sold by the 


corner grocer may not be sold by the nonregistered clerk within the 


drug store. This is a point not generally recognized, but the reason 
why many druggists who wish to make full use of their unregistered 
clerks have themselves opposed restricted sales 


Forty-six of the states plus the District of Columbia exempt from 


the provisions of their pharmacy acts the sale of patent or proprietary 
medicines—either expressly or by defining a class of exempt products 
Of the remaining two states, Kansas has achieved the same result by 
judicial interpretation? and Nevada specifies many products which 
may be sold by general merchants.* Thus, there is general uniformity 


1 “State Regulation of Drugs: Who May ? State v. Hanchette, 88 Kan. 864. 129 
Sell ‘Patent and Proprietary’ Medicines,”’ Pac. 1184 (1913) 
63 Yale Law Journal 550, 51 (February, Nevada Compiled Laws, Sec. 5057.18 
1954). 


40 
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of the states’ announced public policy, all permitting the sale of some 
prepackaged drug preparations by nondrug outlets. 

The sale of proprietary medicines has never been confined to the 
drugstore. The historical truth of the matter is that so-called patent 
or proprietary medicines were sold by general merchants before the 
coming of the drugstore and before the writing of pharmacy acts and 
the setting up of pharmacy boards. Pharmacy acts came after the 
middle of the last century—the first in Rhode Island in 1870*—and 
the exemption written into them was a recognition of an existing fact 
not a beneficence, not a dispensation, not a grant. The legislatures 
intended simply to recognize economic fact and to exclude certain 
fully compounded and prepackaged articles from the restrictions of 
the newly born pharmacy acts. 

The controversy, then, does not center about any effort to release 
the sale of previously restricted items, but rather about an effort to 
restrict the sale of traditionally exempt items, or to ascertain what is 
or is not to be included within the broadly stated exempt classifica 
tions which have long coexisted with the basic restrictions. 


There are very sound reasons why all the states have seen fit to 
exempt some class of packaged medicines. First, there is a legal or 
constitutional reason. Several state statutes which did not contain 
an exemption for proprietary medicines have been declared unconstitu 
tional,® as violative of due process in that they grant a special privilege 
to one class of merchants without any corresponding benefit to the 
public health. In the landmark Donaldson case,* the Supreme Court 
of Minnesota in 1899 interpreted that state’s pharmacy law so as to 
exempt the sale of proprietary medicines, in order to preserve the 
statute’s constitutionality. The other states have traditionally fol 
lowed that lead. Second, there seems to be a related practical reason, 
which is reflected in many of the court decisions." The pharmacist 
performs his professional function when he compounds a physician’s 


prescription, but not when he sells a proprietary medicine. Some 


statutes specifically relieve him of all responsibility for the efficacy or 


~ 


safety of the products * which are thoroughly regulated and controlled 





* Rhode Island Session Laws of 1870, Ch. * See, for example, State v. Stephens, 102 
856, Sec. 8. Mont. 414, 59 Pac. (2d) 54 (1936); State v 
5 State v. Childs, 32 Ariz. 222, 257 Pac Geest, 118 Neb. 562, 225 N. W. 709 (1929) 
366 (1927): Noel v. Peopie, 167 Ill. 587, 58 5 See, for example, 11 Minnesota Statutes 
N. E. 616 (1900): State v. Wood, 51 S. D. Annotated, Sec. 151.22: 3 Wyoming Com- 
485, 215 N. W. 487 (1927) piled Statutes, Sec. 37-1910. 

* State v. Donaldson, 41 Minn. 74. 42 
N. W. 781 (1899). 
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by the federal and state food and drug acts. In reality, the druggist 
acts only as the agent of the manufacturer, who deals directly with 
the consumer through advertising and labeling. As one court put it: 
“One man can do it just as well as another, if he can read the label 


on the package and make change with the purchaser.” ® 


If the laws are uniformly explicit in permitting the sale of proprietary 
medicines by the general merchant, wherein does the controversy 


arise? The controversy does not centcr about what the laws say 


that is easily enough determined by an examination of the laws. The 


controversy rather involves what the laws mean. If the law exempts 
all proprietary or patent medicines, the only question to be determined 
is what is or is not a “proprietary or patent” medicine. Many of the 


laws, however, qualify the exemption to apply only to proprietary 


m 1 not deleterious,” ™ 


medicines which are “harmless,” *® “nonpoisonous,” 
and the like. There the problem becomes more difficult, since it is 
necessary to determine not only whether a particular product is a 
proprietary medicine, but also whether it comes within the qualify 
ing language. 

To those in the drug trade, the term “proprietary medicine” is a 
very common one, with a generally understood meaning. It appears 
regularly in the trade press, in the speech of druggists and nondruggists 
alike, and even has a definition adopted by a special commission of the 


American Pharmaceutical Association as long ago as 1915." 


Nevertheless, the interpretation or definition of that simple well 
known phrase—proprietary medicine—has been the source of much 
litigation, legislative battle and public debate. It has received two 
diverse interpretations. The technical interpretation espoused by the 
courts of four states ** grants the exemption only to those preparations 





* State v. Donaldson, cited at footnote 6 and directions for their use." 4 Journal of 
”11 Minnesota Statutes Annotated, Sec the American Pharmaceutical Association 
151.26 1148, 1153 (1915) 
™ New Jersey Revised Statutes, Sec ™% Minnesota, New York, Oregon and Wis- 
45:14-29 consin State v. F. W. Woolworth Com 
% New York Education Law, Art. 137, pany, 184 Minn. 51, 237 N. W. 817 (1931) 
Sec. 6816 White v. State Board of Pharmacy, 138 
3 ‘‘Proprietary Remedies Advertised Di- N. Y. S. (2d) 448, 285 App. Div. 486 (1955) 
rectly to the Public, or so-called ‘Patent State v. Combs, 169 Ore. 566, 130 Pac. (2d) 
Medicines’: Proprietary medicines, whether 947 (1942); State v. Wakeen, CCH Food 
of secret or open formula, which are ad- Drug Cosmetic Law Reports ‘ 85.137, 263 
vertised directly to the general public Wis. 401, 57 N. W. (2d) 364 (1953) In 
through newspapers, by circulars or in any addition, Iowa adopted such an interpreta- 
other manner, and the packages of which tion in State v. Jewett Market Company, 
are accompanied by printed matter specify- 209 Iowa 567, 228 N. W. 288 (1929), which 
ing the affections, symptoms, or purposes has been superseded by recent legislation 
for which the remedies are recommended, (Iowa Session Laws of 1957) 
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of a secret composition which have not found their way into the 
Pharmacopoeia or other compendiums. Applying this standard, some 
courts have denied proprietary status to such items as aspirin and milk 
of magnesia.’® Consistency would seem to dictate that the druggist 
should also have a monopoly in salt, sugar, distilled water, honey, 


soap, turpentine, whisky and sherry wine—all pharmacopoeial items. 


On the other hand, the courts of six states*® have adopted a 
common-usage interpretation of the term which includes all pre- 
packaged, trademarked preparations offered directly to the public for 
use in self-medication, Under such interpretation, aspirin and milk 
of magnesia retain their proprietary status."’ Except for a few pharma- 
copoeial items, there is now rather universal recognition that trade 
marked, over-the-counter drugs in original packages are to be afforded 
the proprietary exemption."* 


Beginning in 1919, a few of the states attempted to resolve the 
‘proprietary 


controversy by writing into their laws definitions of 


medicines” or of the class of drugs to be exempt. Two of those 
definitions '® appear to be ambiguous, although, in actual practice, 
there has been no apparent attempt to use them for restrictive pur 


poses. The other ten states with definitions * interestingly have all 


espoused the so-called common-usage definition. 

In 1953, the Proprietary Association and the New Jersey Board of 
Pharmacy, at the request of that state’s attorney general, joined in a 
declaratory judgment action, asking the court to define the statutory 
terms. which it did in a manner favorable to the antirestrictionists. 


The New Jersey Supreme Court, however, reversed the lower court,” 





% State v. Wakeen, cited at footnote 14 

%* California, Illinois, Kentucky, Michi- 
gan, Montana and Nebraska: People v 
Heron, 34 Cal. App. (2d) 755, 90 Pac. (2d) 
154 (1939): State v. Ridgeway Drug Com- 
pany, 324 Ill. App. 585, 59 N. E. (2d) 351 
(1945): Kentucky Board of Pharmacy 1 
Cassidy, 115 Ky. 690, 74 S. W. 730 (1903) 
Wrigley’s Stores v. Michigan Board of 
Pharmacy, 336 Mich. 583, 59 N. W. (2d) 8 
(1953): State v. Stephens and State v 
Geest, both cited at footnote 7 

" Wrigley’s Stores v. Michigan Board of 
Pharmacy, cited at footnote 16 

% See, for example, Board of Pharmacy 
of the State of New Jersey v. American 
Stores Company (Camden County DC, 
October 19, 1955), wherein Bayer Aspirin 


” Indiana and New Hampshire: Indiana 


Statutes, Vol. 11, Pt. 1, Sec 
New Hampshire Revised 
Sec. 1 (XT). 

* Arizona, California, Connecticut, Idaho 
Iowa, Louisiana, South Carolina, South 
Dakota, Virginia and Wyoming. Arizona 
Code Annotated Sec. 67-1501(g): California 
Business and Professions Code, Sec. 4052 
Connecticut General Statutes, Tit. 32, Ch 
215, Sec. 4465: Idaho Code, Vol. 7. Sec 
37-2205: Iowa Session Laws of 1957: 21 
Louisiana Revised Statutes, Sec. 37-1204: 
5 South Carolina Code, Sec. 56-1316; South 
Dakota Revised Code, Sec. 27.1013; 7 Vir- 
ginia Code, Sec. 54-399(11): 3 Wyoming 
Compiled Statutes, Sec. 37-1916(a) 

** Board of Pharmacy of the State of New 


63-1114: 2 
Laws, Ch. 256 


and Phillips’ Milk of Magnesia (the origi- 
nal and formerly patented items) were 
held to be ‘‘proprietary medicines.”’ 


Jersey v. The Proprietary Association, CCH 


Food Drug Cosmetic Law Reports { 85,147, 
16 N. J. 62 (1954) 
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stating that such action transcended the judicial function, which was 


restricted to deciding individual cases as they arose. That was one of 
the first attempts by the adversaries to settle their controversy ; it was 
unfortunately unsuccessful. Although since that time there has been 
waged an expensive and bitter contest in the courts and in the legis- 
lative halls, there have been some noteworthy developments during 


the past year. 


1956 New York Legislative Committee Study 

Although the New York Board of Pharmacy has for many years 
been among the most active advocates of restriction, the procedure 
whereby it may sit in judgment upon its own cases and bind the 
appellate court with its finding of facts ** has enabled the board to 
keep its cases out of the courts. In the 1956 session of the legislature, 
a special legislative committee ** was asked to study the problem and 
file a report, recommending a solution. A most exhaustive study of 
the problems of drug distribution was made and, although its report 
has not yet been published, the committee introduced and sponsored 
some interesting legislation.** The committee favored a very liberal 
definition of “proprietary medicines,” the adoption of label dosage 
as the standard of safety, the addition of aspirin and milk of magnesia 
to the list of items which may be sold without any restriction, and a 
change in the board’s procedure. Although the so-called Cooke 
Drumm bill was not moved at the last session, it represented a serious 
blow to restrictionists in an important state where they have long 
held a strong hand. 

They suffered equally serious setbacks during the past year in 
their other two strongholds—Minnesota and New Jersey. In both 
instances, attack was based not primarily upon the proprietary issue 
but rather upon the qualifying language—‘“harmless” in Minnesota 
and “nonpoisonous” in New Jersey. The pharmacy boards in both 
instances were unsuccessful in their attempts to substitute their own 
standards of safety for that adopted by the Federal Food, Drug, and 
Cosmetic Act.*° 

In Minnesota, the state—at the instance of the board of pharmacy 

instituted an action against a chain store and a drug wholesaler, 


= Education Law, Art. 137, Sec. 6823 * 1957 S. Int. 3047, A. Int. 3784 
% Joint Legislative Committee on Imita- * 21 USC Sec. 352(j) 

tion Food Products and Problems (Drumm 

Committee). 
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seeking to enjoin them from the sale of 18 well-known proprietary 
medicines.”* The statute there is a criminal statute,” and the state 


attempted to establish its right to injunctive relief by a showing that 
the sale of such products would endanger the public health. The 
defense offered no testimony, but argued that the state had failed to 
sustain its burden. The court found * that there was no evidence that 
the sale of any of these products in nondrug outlets was endangering 
the public health of the people of Minnesota, had ever done so or was 
likely to do so, and it held that the state must proceed by way of crim 


inal prosecution. 


Recent New Jersey Case 
In the Bergen County District Court of New Jersey, the state 
board of pharmacy brought a civil penalty action against a super- 
market for the sale of 14 equally well-known proprietaries.*” The 
New Jersey law exempts “nonpoisonous patent and proprietary medi- 
that the 
com- 


30 


cines” *° and an unsuccessful attempt was made to show 


The 


plaint,™ finding as a fact that each of the products was a “nonpoison- 


products were not “nonpoisonous.” court dismissed the 


ous proprietary medicine.” Judge Lynn, in that case, found that there 
was no causal relationship between excessive or improper use of such 
products and the place of sale.** 


the decisions have been 


appealed to the higher courts, which appeals are now pending. Their 


Both in Minnesota and New Jersey, 


ultimate decisions may point the future course and eventual outcome 
of the restrictive sales controversy. 


Possible Resolution of Problem at Federal Level 
State regulation restricting the sale of drugs which travel in inter- 
state commerce may well be near an end. There are indications that 





%* Alka-Seltzer, Anacin, Aspergum, Aspi- ica, Pepto-Bismol, Bufferin In addition 
rin Compound Tablets, Bromo Seltzer, Sentrol was involved, but no defense was 
Bufferin, Pepto-Bismol, Lysol, 4-Way Cold offered on its behalf 
Tablets, Bromo Quinine, Pinex, Vick's "New Jersey Revised Statutes, Sec 
Cough Syrup, Murine, Castoria, Ex-Lax, 45:14-29. 





Feen-a-mint, Sal Hepatica, and Vicks Va- 
tro-nol. 

*™ Minnesota Statutes Annotated, Vol. 11, 
Sec. 151.29. 

28 State v. Red Owl Stores, Inc., State v 
Groves-Kelco Company (Hennepin County 
DC, February 8, 1957). 

* Vicks Va-tro-nol, St. Joseph Aspirin 
for Children, Phillips’ Milk of Magnesia 
Tablets, Anacin, Aspergum, Carter's Little 
Liver Pills, Bromo Seltzer, Bromo Quinine, 
Alka-Seltzer, Castoria, Ex-Lax, Sal Hepat- 


*% Board of Pharmacy of the State of New 
Jersey v. Adelman (Bergen County DC, 
March 18, 1957). 

= “Tt matters not whether the drug or 
medicine is purchased in a drug store or 
in a corner grocery; the fact is that, when 
the purchaser walks out of the store, all 
control over the drug or medicine passes 
from the seller and from that time on the 
responsibility for proper usage lies entirely 
with the purchaser.’’ 
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the entire problem may be resolved at the federal level. Until recently, 
the federal government had adopted a “hands off” policy and left the 
regulation of the place of sale to the individual states, There is now, 
however, a serious question whether the Durham-Humphrey Amend- 
ment ** to the Federal Food, Drug, and Cosmetic Act won't change 
that. For the first time, Congress divided all drugs into two groups- 
those which are not safe for unsupervised use in self-medication and 
which must be restricted to sale on prescription and those which can 
be labeled adequately with directions for use and which cannot be 
restricted to prescription sale. If a drug is safe to be sold without a 
prescription, it follows that it is safe to be sold by one other than a 
pharmacist. The essence of Durham-Humphrey is the determination 
of the person who may sell drug products. It seems to be a natural 
corollary, then, that the determination of the person who may sell 
drug products is also a determination of the establishment from which 
they can be sold. 


There can no longer be any doubt but that the federal authority 
in this field is not limited to the labeling of products which move in 
interstate commerce. The Supreme Court, in the Sullivan case,** has 
already determined that the regulation of the Federal Food, Drug, and 
Cosmetic Act extends even to the retail sale of such articles. Likewise, 
Congress has proclaimed that the purpose of the Act is to “make self 
medication safer and more effective.” * And, under the doctrine of the 
McDermott case,** in which the United States Supreme Court con- 
strued the original food and drug act, a state “may not, under the 
guise of exercising its police power or otherwise . . . enact legislation 
in conflict with the statutes of Congress passed for the regulation of 
the subject.” Accordingly, if Congress has occupied this field for 
regulation, the states must stay out. 


Time for Settlement 
This issue may well be determined by the antitrust litigation the 
Department of Justice has recently instituted against Parke, Davis 
and Company.” In both the criminal indictment and the civil suit, the 
defendant is charged with having conspired to refuse to sell its over 
the-counter pharmaceuticals to nondrug outlets. Durham-Humphrey 


is not mentioned specifically, but it might well be the basis on which 


*% 21 USC Sec. 353(b) * McDermott v. Wisconsin, 228 U. S. 115 
“U. 8. v. Sullivan, 332 U. S. 689 (1947). 132 (1913). 

%H. Rept. 2139, 75th Cong., April 14, "U.S. v. Parke, Davis and Company, et 
1938. al. (DC, D. C., May 2, 1957) 
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the government will proceed. 
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The outcome of this litigation could 


have an important bearing on the restrictive sales controversy and 


the distribution of drug products, as we know it today. 


The restrictionists have now switched their strategy and have 


urged desperate new measures, such as laws declaring pharmacy to be 


a profession, restriction of all drugs whose labels bear a warning or 


caution statement, the so-called “full package” 


doctrine, self-service 


bans and a requirement for oral warnings by the pharmacist. Although 
the druggists probably cannot hold out indefinitely against the public’s 


desire to purchase proprietary medicines where its convenience will 


best be served, they 


still invariably administer the laws which so 


vitally affect their economic welfare and have well-recognized political 


strength and organization. 


The time for settlement, however, may 


have come. Nothing could be more welcome or more beneficial to the 


drug industry as a whole. 


Drugs, United States Department of 
Health, Education, Welfare; and 
William W. Goodrich, Assistant Gen- 
eral Counsel of the Department. Parke 
M. Banta, the Department’s General 
Counsel, will speak on federal human 
biologic drugs law. An address on the 
federal narcotics drug law, by United 
States Commissioner of Narcotics H. J. 
Anslinger, will be followed by a dis- 
cussion of federal meat-inspection law 
by A. R. Miller, director of the Meat 
Inspection Division of the Agricultural 
United States De- 
of Agriculture. Bernard E. 
American Medi 


and 


Research Service, 
partment 
Conley, secretary of the 
cal Association Committee on Toxicology 
will speak on the subject of labeling of 
hazardous chemicals. The 
session will close with a floor discussion 

At the afternoon 
sided over by Mr. Dunn—a number of 
professional papers will be read. Speak- 


household 


session—also 


pre- 


[The End] 
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ers will include Bernard L. Oser, director 
of Food and Drug Research 
tories, Inc.; S. L. Mayham, executive 
vice president of The Toilet 
Association, Inc.; Walter W 
board, general attorney of Smith Kline 
& French Laboratories; Samuel A 
McCain, general counsel of Corn Prod 
and Victor C 
Sterling 


Labora- 


( 0ods 


Beach 


ucts Refining Company; 
Folsom, 
Drug, Inc., 
ling Products 
William J. Condon, attorney for 
& Company, 
summary on 
other floor 


of new business 


foreign counsel of 
president of Stet 


Inc Mr 


Swit 


and vice 
International, 


will deliver his annual 


product liability law An 


discussion and transaction 


will round out the 
aftternoon’s program 


Immediately following the morning 


conference, the section’s officers and 


committee chairmen will entertain all 


of the speakers for the day at luncheon 
hall 


in a room adjoining the meeting 





CHRISTOPHER 


COMMENTS 





Thomas W. Christopher is associate dean and professor of law at Emory 
University, Atlanta, Georgia. 


Statute 


HE Poultry Products Inspection Act, passed by the last ¢ ongress, 

has one provision which presents a constitutional question. The 
act provides for inspection of poultry which is to be shipped in inter 
state commerce and also, under certain circumstances, of that in 
intrastate commerce; the latter raises the constitutional question 
\fter a hearing, if the Secretary finds, as to an area, that “poultry 
or poultry products are handled or consumed in such volume as to 
affect, burden, or obstruct the movement of inspected poultry products 
in commerce,” he may “designate” such area as one within the act 
and subject to federal inspection. Large cities, thus, may be brought 


under the statute. 


The act states, as a finding by Congress, that it is necessary to 
regulate the poultry in areas where the product is handled or consumed 
in large volume if the interstate regulation is to be effective. The 
intrastate control, thus, is to effectuate the purpose of the act—clean 


and wholesome products in interstate commerce 


It is no longer to be doubted that Congress may regulate intra 
state matters in his way. In 1905, the Supreme Court upheld the right 
of the federal government to control a combination within a state 
wherein meat dealers agreed not to bid against each other in livestock 
markets; Justice Holmes wrote that the activity had a direct effect 
upon commerce and so could be regulated.* In 1914, the Court upheld 


the right of the national government to control the rates of intrastate 





171 Stat. 441 (1957) * Swift @ Company v. U. 8., CCH Trade 
Regulation Reports (Supp. Vol. IV) ? 4041, 
196 U. S. 375 (1905) 
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Chief 


railroads, as an incident of its regulation of interstate systems. 
Justice Taft spoke for the Court in upholding the power of Congress 
to regulate stockyards within a state.‘ In recent times, many decisions 
have upheld this power.’ In one, the Court upheld a statute which 
authorized the Secretary of Agriculture to fix minimum prices paid 
to producers for milk, including intrastate commerce where he found 


that such local milk “directly burdens, obstructs, or affects” the inter 


state product.*® 


Decision 


FDA Warnings.—Acting under Section 705(b) of the food and 
drug Act,’ the Secretary of Health, Education, and Welfare issued 
warnings against a cancer “cure,” which warnings were published and 
also posted in post offices. The cancer clinic involved sought an in 
junction, one ground being that no hearing had been held prior to 
the warning. The court refused the injunction.* It said that while 
a hearing was required before an administrative agency could ad- 
judicate rights of a person, here no rights are being adjudicated and no 
directions are being issued. The Secretary is disseminating informa 
tion and warnings, a normal governmental function. 


If the warning be false, the petitioner must seek his relief under 
the libel laws; here the question of “privilege” is involved. It would 
seem that the Secretary of Health, Education, and Welfare would 
enjoy absolute privilege in this respect if he acts within the scope of 
his duties.* Also, even though his claims as to the product be false, 
if he acts in good faith, it would seem that libel would not lie. If he 
does not act in good faith, it might be that a case would lie, although 


it would be awfully hard to win even on such ground."® 





* Shreveport Rate Case |Houston, East & 
West Texas Railroad Company and Hous- 
ton & Shreveport Railroad Company et al. 
wv. U. 8.], 234 U. S. 3A2 (1914). 


disseminated information regarding food 
drugs, devices, or cosmetics in situations 
involving, in the opinion of the Secretary 


* Stafford v. Wallace, CCH Trade Regu- 
lation Reports (Supp. Vol. VI) { 6209, 258 
U. S. 495 (1922) 

56 See Wickard v. Filburn, 317 VU. S. 111 
(1942): U. 8. vw. Wrightwood Dairy Com- 
pany, CCH 1940-1943 Trade Cases { 56,184, 
315 U. S. 110 (1942). 

®*U. 8. v. Wrightwood Dairy Company, 
cited at footnote 5 


imminent danger to health, or gross decep- 
tion of the consumer ‘a 

*See CCH Food Drug Cosmetic Law 
Reports % 7412 

*See Prosser, 
1955), p. 612 

” See Ewing v. Mytinger & Casselberry, 
Inc., CCH Food Drug Cosmetic Law Re- 
ports { 7156, 339 U. S. 594 (1950) 


Law of Torts (2d Ed 





The Scientists’ Forum 





By BERNARD L. OSER 


Director, Food and Drug Research Laboratories, Inc. 


On Overselling Need for New Food Laws 


At the recent joint conference of the Food and Drug Administra 
tion and The Food Law Institute in Washington, D. C., Commissioner 


> 


George P. Larrick urged that the food industry sponsor a nation-wide 
educational program to combat nutritional quackery. With this objec 

tive all responsible elements of the industry are in cordial agreement 
for purely selfish, if not for altruistic, reasons. It is good business, 
for companies with large investments to protect, to drive out com 

petition based on exaggeration or deception. I believe it would be all 
to the good if the food industry—perhaps through the Nutrition 
Foundation—were to launch a concerted effort to promote honest 
information and sound education in an area where half-truths and 


misplaced emphasis cause so much public confusion 


No less excusable than nutritional quackery, however, is the use 
of extravagant statements in the effort to advance sound and effective 
food legislation. While such tactics may be expedient from the political 
standpoint or to catalyze lawmakers into action, they do not contribute 
to a balanced scientific appraisal of the need for such laws nor of the 
provisions they ought to contain. 

Unhappily, I am constrained to refer to an article which appeared 
in the October issue of this JoURNAL under the awesome title “Chemical 
Additives—Public-Health Problem No. 1.”* In his opening paragraph, 
the author alleged that Harvey Wiley’s “successors and the state and 
local public-health officials face a situation many hundred times more 
dangerous to the consumer” than that which existed back in 1906 

I have refrained from replying to his article in the hope that 
someone else would take up the cudgels in behalf of the food industry 
but, since no one has, I feel some comment is in order. First, I would 
say that I yield to no one in my desire to see more effective legal 





‘George A. Michael, at 12 Food Drug 
Cosmetic Law Journal 639 (October, 1957). 
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control over the introduction of additives into foods. But I think that 
little is to be gained by misrepresenting the nature, magnitude or 
imminence of the present “dangers” which make such legislation 
desirable. 

The major group of substances which are, without doubt, poison 
ous or deleterious and find their way into foods are the new organic 
pesticides. Provision has been made for these substances under the 
Miller Amendment to the Federal Food, Drug, and Cosmetic Act. 
Whereas tests by enforcement agencies may disclose occasional in 


stances where a food crop contains an amount of a pesticide residue 


in excess of its established tolerance, no cases are known in which 
any fruit or vegetable product has actually proved dangerous to any 
consumer by reason of its content of pesticide residue. 

It is necessary to make a distinction between a level of residue 
which exceeds a legal tolerance and one that is truly unsafe. Pesticide- 
residue tolerances are established at technologically necessary or 
unavoidable maxima which are generally far below the “no effect” 
levels in experimental animals as determined by lifetime feeding 
studies. The range between a pesticide tolerance and a truly unsafe 
dose is extremely wide. It is unreasonable, therefore, to arouse public 
fears on this score. 

Mr. Michael went on to claim that, through the machinations of 
“legal interpreters,” the Miller Amendment has been prostituted by 
broadening the base of the amendment, with the help of a United States 
Supreme Court decision, to include a farm-bred animal as a “raw 
agricultural commodity” and to permit postharvest use of bacterio 
static and fungistatic chemicals on agricultural products. One is 
curious to know how these lawyers could inveigle the Supreme Court 
into aiding and abetting such sinister motives. However, regardless 
of the merits of the argument that the Miller Amendment was intended 
to apply only to “crops,” the public-health authorities for whom Mr 
Michael professed to speak should realize that this law—in spirit, if 
not in letter—is directed toward protection of the health of the con 
sumer. The central question is whether the addition of an antibiotic 
to food is safe, rather than the particular crop or commodity to which 
it may have been added. The fact is that the presence of oxytetracycline 
and chlortetracycline residues was permitted at a specified tolerance 
level because the scientific evidence showed to the satisfaction of the 
United States Food and Drug Administration that, upon cooking, 


the antibiotics were destroyed. 
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No “legal rigmarole” or devious interpretation of the Miller 
\mendment was required to explain away this use of an antibioti« 
on raw poultry. One need only consider the statutory definitions of 
“pesticide” and “raw agricultural commodity” to realize that this use 
falls within the scope of the amendment. A pesticide chemical is an 
economic poison under the Federal Insecticide, Fungicide, and Rodenticide 
\ct, and is broadly defined as: 


any substance or mixture of substances intended for preventing, destroying 
repelling, or mitigating any insects, rodents [or any other vertebrate animal], 
fungi, weeds, and other forms of plant or animal life or viruses, except viruses on 
or in living man or other animals, which the Secretary [of Agriculture] shall 


leclare to bea pest [Italics supplied ] 

Raw agricultural commodities under the Miller Amendment, 
include among other things, fresh fruits, whether or not they have been 
washed and colored or otherwise treated in their unpeeled natural 
form; vegetables in their raw or natural state, whether or not they 
have been stripped of their outer leaves, waxed, prepared into fresh 
green salads, etc.; grains, nuts, eggs, raw milk, meats, and similar 
agricultural produce. The italics emphasize the great breadth accorded 
these definitions ; however “raw agricultural commodities” specifically 


exclude “foods that have been processed, fabricated, or manufactured 


by cooking, freezing, dehydrating or milling 


Mr. Michael is especially perturbed that the per-se doctrine, which 
is predicated on the concept that poisons exist in a vacuum,’ is 


threatened with extinction by some of the pending food-additives bills 
] ] 
iCval 


including the Administration bill, H. R. 6747. The lack of a 
definition for a “poisonous or deleterious substance,” the futility of 
attempting to define this term without reference to amount, frequency 
or route of the dose, and the requirement that necessity or unavoid 
ability of residues be proven to justify the use of chemicals, however 
safe the amounts, have led to the conviction, expressed by various 
spokesmen of the Food and Drug Administration that the pertinent 
section of the law is impractical and unworkable. When the need for 
increased agricultural production and lessened wastage to meet the 
demands of a growing population are recognized, one can hardly claim 
that pesticides do not serve a useful purpose. Nevertheless, ever since 
the Lord God planted a garden eastward in Eden, apples have been 
grown (worms and all) without the necessity of using pesticides 


Similar reasoning can be applied to scores of other additives 
2 Bernard L. Oser, at 8 Food Drug Cos- 
metic Law Journal 693 (November, 1953) 
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poisonous as pest killers—which serve useful purposes in the produc 
tion and preservation of foods but which cannot be considered essential. 


Through the medium of cartoons, Mr. Michael depicted the “Legal 
Approach” and “Industrial Scientists” as malevolently cutting off the 


oxygen and blood supply of the patient “Per Se,” while the Food and 


Drug Administration stands complacently with his back to these ruth 
less monsters. To suggest that industry scientists are so malicious 
as ruthlessly to destroy a measure designed to protect public health 
is a gross distortion. It was a voluntary action on the part of industry 
that led to the abandonment of coumarin as a food flavor; the dis 
continuance of the Agenizing process for maturation of flour was 
likewise a voluntary action based on new evidence which became 
available to industrial scientists and government alike; it is industry 
that is urging the adoption of safe tolerances for food colors, and 
government which claims lack of authority to set such limits though 
admitting that certified colors are safe when properly used. The 
allegation that many certified dyes have harmful properties casts an 
unwarranted reflection on the Food and Drug Administration. It is 
an exaggeration to state that “the agricultural industry” tried to 
browbeat the Food and Drug Administration into allowing them to 
continue to color “their product” with a decertified red dye. The facts 
are that the question of whether or not FD&C Red No. 32 was harm 
less in an absolute sense arose from the observation that when ingested 
in excessive amount (as in the case of overcolored popcorn cited by 
Mr. Michael) a gastrointestinal upset occurred and that permission to 
color oranges (not agricultural products generally nor even oranges 
intended for processing) has been granted on a temporary basis, with 
the Food and Drug Administration’s assurance that this practice entails 
no likelihood of injury. 


Mr. Michael stated: 


In this entire problem of chemical additives to foods, the public-health 
official fails to find any pressing need equivalent to the saving of life or the pre- 
vention of the spread of disease that justifies a calculated risk with the health 
and welfare of the consumer. 

So far as agricultural chemicals are concerned, others may dis- 
agree, holding that this does represent a pressing need for the popula 
tion as a whole. With respect to additives used for functional purposes 
—that is, to improve production, acceptance, convenience, or nutritive 
value—it may be said that whether the need is pressing is for the 
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public to decide, as it has with respect to other practices involving 
personal risk. But it should be noted that, as a class, these additives 
are far less toxic than pesticides and that a “reasonable determination 
of their safety” under conditions of use can reasonably be established 
The expression “calculated risk” is a rather loose one, and has been 
employed in a misleading manner in this context. One does not 
“calculate” a risk in the mathematical sense; one weighs a benefit or 
an advantage to be gained against a possible hazard. The advantage 
may be great, small or nonexistent ; likewise, the hazard may be great, 
small or nonexistent. We rarely condone balancing large risks against 
small gains, except perhaps among certain performers in the field of 
sports or entertainment. Conversely, we constantly take small risks 
for advantages which may range from great to trivial. It is misleading 
to imply that “calculated risks” are serious risks. In the case of food 
additives the principal risk is due to the reluctance of the scientist 
to extend the conclusions drawn from his experimental findings to 
conditions quite different from or broader than those employed in 
the investigations. He might be willing to say with assurance that a 
given dose would be safe for his animals under certain specified experi 
mental conditions, but it can never be expected that the responsible 
scientist of today or any day will be able to establish “with absolute 
certainty” that any additive (or any food, for that matter) is safe 
for all persons under all conditions. Mr. Michael painted too dark a 


picture when he referred to this cautious attitude as “present unreliable 


guarantees.” 

At any rate, the risk involved in the use of certain food additives 
may be small compared to the risk involved in their nonuse. For 
example, one might venture the guess that lobsters cause more belly 
aches in the Commonwealth of Massachusetts than would be the case 


if antibiotics were used in icing them, as is permitted in Canada. 


[ am sure that industry scientists generally are in agreement 
concerning the need for more effective regulatory control of the food 
additive situation as a matter of sound legal protection of the public 
interest. But cooperation and support toward this end is, I think, 
jeopardized when industrial scientists are charged with supporting 
indiscriminate use of harmful chemicals (as another of Mr. Michael’s 
cartoons depicts) and the motives of the food industry and its lawyers 


are impugned. 
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WASHINGTON—Continued from page 6 


regulation governing pesticide toler- 
ances 

“Furthermore, the Advisory Com- 
mittee recommends that the Food and 
Administration 


classification of milk as a raw 


Drug reconsider its 
agricul- 
tural commodity 

“In-reaching its decision to recom- 
mend that Petition No. 126 be denied 
on the grounds that it 1s inadequate to 
justify the establishment of the toler- 
proposed, the Committee desires 
to point out that the chronic toxicity 
data on methoxychlor submitted by the 
petitioner, and comparable data avail- 
able to the Committee from the Food 
and Drug Administration, were ob- 
tained from experiments undertaken 
and completed prior to the existence of 
information that residual amounts of 
the pesticide would occur in the milk 
In fact, at the time 
these experiments were concluded, the 
held that methoxy- 
chlor spraying or dusting of dairy ani- 
mals to control cattle pests did not 
result in any residual methoxychlor in 
milk 
experimental 
modified when 
methods of 


ance 


of treated animals 


view was widely 


This opinion, based on the best 
then available, 
newer more 


evidence 
was and 
precise measurement be- 


came available 
“The Committee aware of the 

fact that the Food and Drug Adminis- 

me- 


was 


tration has granted tolerances for 
thoxychlor in a number of raw agricultural 
commodities, including a group of for- 
which a tolerance of 100 


age crops fo! 
h 


ppm has been allowed, and that these 


actions were taken after consideration 
essentially the same chronic toxicity 
data as were available for the purpose 
However, 
the Committee does not view its pres- 
ent recommendation as 
sistent with the previous actions of the 


FDA for the latter were taken in con- 


of considering this Petition 


being incon- 


sideration of additional facts, the most 


important of which is that direct feed 
ing experiments with cows have show 
that than 100 ppm of me 
thoxychlor in the feed, there is no carry 
over of methoxychlor into either the 
milk or the animal tissues. Apparently 
the methoxychlor is destroyed in the 
rumen. Also, the food items 
are unlikely to be 
major 


with more 


included 
consumed exclu 
sively or as sources of subsis 
tence even for a short time 

“In closing this report, the Commit 
tee feels that it 
it not to take cognizance of the long 
standing policy of the FDA, and of the 
food officials of all states, that no poi 


would be remiss were 


sonous or deleterious substance be sanc 
tioned in milk. Under the Pesticide 
Amendment, a finding of safety for a 
proposed tolerance of a specific pesti- 
cide in milk would of necessity 
the establishment of such tolerance 
Nor would the establishment of one 


such tolerance necessarily exclude the 


require 


establishment of others—and the Com 
mittee received information indicating 
that several petitions for the establish 
ment of tolerances for other pesticides 
in milk could be expected if the pres 
ent petition were granted 

“This Committee 
above, that because of the unique posi 
tion of milk in the diet of 
normal and ill adults, a greater margin 


believes, as noted 


infants and 
of safety must be established in a pro 
posal for a pesticide tolerance petition 
than was demonstrated in Petition No 


126 and in 
safety than would be the case for any 


fact a greater margin of 
other food item in the human diet 


“But beyond this point, the Com 
mittee has recommended that the FDA 
reconsider its inclusion of milk as a 
raw agricultural commodity under the 
Pesticide Amendment because the Com 
implications of 


mittee considers the 


such conclusions to be unsound.” 
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